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TrAUGER & TUKE
ATTORNEYS AT LAW
THE SOUTHERN TURF BUILDING
222 FOURTH AVENUE NORTH
NASHVILLE, TENNESSEE 37219-2117
TELEPHONE (&615) 256-8585
TELECOPIER (615) 256-7444

February 12, 2016

VIA HAND DELIVERY

Ms. Melanie Hill

Executive Director

Health Services & Development Agency
502 Deaderick Street, Ninth Floor
Nashville, Tennessee 37243

RE: Methodist Healthcare-Methodist Hospitals d/b/a
Methodist University Hospital Certificate of Need Application
For Onsite Replacement and Modernization of the Hospital Campus
Dear Ms. Hill:

Enclosed for filing please find the original and four (4) copies of the above-referenced
certificate of need applications on behalf of my client Methodist Healthcare-Methodist Hospitals
d/b/a Methodist University Hospital. Also enclosed is a check for the filing fee in amount of
$45,000. Please date stamp two (2) copies of the certificate of need application and return them
to me.

Thank you for your assistance.

Very truly yours,
B R T
yrot rauger W
BRT:kmn

Enclosures

cC: Carol Weidenhoffer



AFFIDAVIT

STATE OF TENNESSEE
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_ JE f){l?’.ﬁm [’}( . 4 ﬂ’\/(/ﬂ_/ , being first duly sworn, says that he/she is the applicant named
in ys\ap lication or his/her lawful agent, that this project will be completed in accordance with the
application, that the applicant has read the directions to this application, the Tennessee Health Services
and Development Agency and T.C.A. § 68-11-1601, et seq., and that the responses to questions in this
application or any other questions deemed appropriate by the Tennessee Health Services and
Development Agency are true and complete.
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| HOTIEICATION OF INTENT TO APPLY FOR A G [E OF NEE
. | i s to pravide offila) notioe to fhe: Health Sarvices and -mﬁmm Agency and all inksfested
partes; In accordance, with TC.A, § 88+11-1601 gt seg, and tho. Rules G, the ‘HealthSdrvices and
Develbfimont: Agency, ‘Lhat’, Motijodlst Healthcare-Mamphis Hospllals: d/b/a Mathidist: University
Hosgltzl {a. genoral* hospital), -owned -and" managed by Mith 3
{anot for prafit corporation), Intands to file:an application for a Gartificats of Need for new canstruchion

nluding the conspruction of @ new paiert tower and-adjacent. bullding. to tonsofidate, ambulatory
| sarvices. There is no chasige to the 617 livensed beds, yei 24 'madjoal-surginal beds will be converted
| to'uritival cars beds, and 204 beds wil be refacatad o thy néw paiont tower. The projest will add an
| traoparalivs MR (IMR), wil et a third Linear Acoelorator to existing Linear Accoorator services, and
will elocate PET.GTand infuslon squipmentand services from 1688 Union Avenug. The project does not
initiate or discantinue any other health sarvice. The esUimated project-cost 15 $280,000,000.
The anticpated date of filing the appiication Is an or before Fabruary 15, 2016. The contact person for
| this projest is Garol Weldenlioffér, Senior Direstar of Planiing, Research and Developmant, who may be
roached at: Methodist Healtheare, 1407 Unlan Avenue, Suito 300, Memphis, TN, 38104, 801-516-0670.
Upon written request by Interested parties, a local Fact-Finding public hearinp shall be camiucied,
Writlen requests for hearing should be sont to: ' Lot ]
' ‘Health Services and Development Agency
-, hnirew Jackson Bullding, 9° Floor
- - 502 Deaderink Sireel, Weshyille, Teanssses a1l
. ' | PursuanttoT.C.A, §6B-11-1607(c){1). (A) Any heallh care Instilution wishing to oppose a Cerliflcata
. | of Need application must file a wrillen nofice with the Heallh Services and Development Agency no
tater than fitteen {15) days before the regutatly scheduied Heallh Services and Development Agency
moeting at which the application-is originally schedduled; and (B) Any olher person wishing to oppoge
the application must fife written ubjection will the Health Services and Devolopment Rgency at o
onsideration of the application by the Agen

Mithodist Healthcare-Memphis Hospitils | -

and repovation of 470,000 SF of space at Methodist University Hospital; lotated &1211-1265 Union |
- Avenue, Memphis, TN 38104 Tha pioject is e onsite replécement and modemizatjon of the campus §'

- REQUEST FOR PROPOSAL
i . STATE OF TENNESSEE o
State Building Commission Numbér: 529/000-06-2015
. For -
Value Added Reseller (VAR) Conir

The Tennessee Department of General Services is requesting proposals to award
multiple contraicts to Vitue Added Resellers (VAR) Lo providsintegrated lighting
control systems, lighting fixture ingtallation services, metéring capability and
other electrical work for the purpose of secomplishing energy savings projects
for goneral government statewide, not limited to State facilities. Projects
may include some or all of the following Initiatives: lighting replacament or
tetrofit, LED lighting control, HVAC control system interfice and installation,
electrical motor and control ipgrade, energy mantgement systems and meteting
capabilities. The State intends to divide the awarded contracts by the Three
Grand Divisions as pursusat to Tean. Code-Ann. Title 4, Chapter 1, Part. 2.
The VAR must be properly limngedﬁlﬂleﬂmufw_mdmhold
all necessary, appropriate business and professional license to provide service
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STREAM website in‘# PDF format requiring the Acrobaf Reader utility. The
RFP can be printed from this addréss: e
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Name of Facility, Agency, or Institution

Methodist Healthcare-Memphis Hospitals d/b/a Methodist University Hospital

Name

1211 - 1265 Union Avenue Shelby
Address County
Memphis IN 38104
City State Zip Code

Contact Person Available for Responses to Questions

Corporate Director of Planning,

Carol Weidenhoffer Research and Development
Name Title

Methodist Le Bonheur Healthcare Carol. Weidenhoffer@mlh.org
Company Name E-mail address

1407 Union Avenue, Suite 300 Memphis TN 38104
Street or Route City State Zip Code
Employee 901-516-0679 901-516-0621

Association with Owner Phone Number Fax Number

Owner of the Facility, Agency or Institution See Attachment A:3

Methodist Healthcare — Memphis Hospitals 901-516-0791
Name Phone Number
1211 Union Avenue, Suite 700 Shelby

Street or Route County
Memphis TN 38104

City State Zip Code

T'ype of Ownership of Control (Check One) See Attachment A:4

A.  Sole Proprietorship F. Governmental (State of TN

B. Partnership or Political Subdivision)

C. Limited Partnership G. Joint Venture

D.  Corporation (For Profit) H. Limited Liability Company

E.  Corporation (Not-for-Profit) X L. Other (Specify)

PUT ALL ATTACHMENTS AT THE BACK OF THE APPLICATION IN ORDER AND REFERENCE
THE APPLICABLE ITEM NUMBER ON ALL ATTACHMENTS.
2




Name of Management/Operating Entity (If Applicable)

Not Anplicable

Name

Street or Route County
City State Zip Code

PUT ALL ATTACHMENTS AT THE END OF THE APPLICATION IN ORDER AND REFERENCE THE
APPLICABLE ITEM NUMBER ON ALL ATTACHMENTS.

Legal Interest in the Site of the Institution See Attachment A:6

A. Ownership X D. Option to Lease
B. Option to Purchase E. Other (Specify)
C. Lease of Years

PUT ALL ATTACHMENTS AT THE BACK OF THE APPLICATION IN ORDER AND REFERENCE
THE APPLICABLE ITEM NUMBER ON ALL ATTACHMENTS.

Type of Institution (Check as appropriate—more than one response may apply)

A. Hospital (Specify) Acute X I. Nursing Home
B. Ambulatory Surgical Treatment Center J. Outpatient Diagnostic Center
(ASTC), Multi-Specialty K. Recuperation Center
C. ASTC, Single Specialty L. Rehabilitation Facility
D. Home Health Agency M. Residential Hospice
E, Haspice N. Non-Residential Methadone Facility
F. Mental Health Hospital O. Birthing Center
P. Other Outpatient Facili
S Mental Health Residential Treatment Facility © . utpa £
(Specify)
H. Mental Retardation Institutional
Habilitation Facility (ICF/MR) Q. Other Specify
Purpose of Review (Check as appropriate—more than one response may apply)
A.  New Institution G. Change in Bed Complement
B. Replacement/Existing Facility X [Please note the type of change
C. Modification/Existing Facility X by underlining the appropriate
D. Initiation of Health Care response: Increase, Decrease,
Service as defined in TCA $§ Designation, Distribution,
68-11-1607(4) Conversion, Relocation] X
(Specify) H. Change of Location
E. Discontinuance of OB Services ) I. Other (Specify)
Acquisition LinAc/iMRI/
F.  of Equipment Hvbrid OR X




9.

Bed Complement Data

Please indicate current and proposed distribution and certification of facility beds.

T

SHE RN

C zxrppmr"I@Zodmmogaow »

Current

Beds Staffed

Licensed *CON Beds

Medical 511

366

Beds
Proposed

-28

TOTAL
Beds at

Completion

483

Surgical

Long-Term Care Hospital

Obstetrical

ICU/CCU 72

72

+28

100

Neonatal

Pediatric

Adult Psychiatric 34

34

34

Geriatric Psychiatric

Child/Adolescent Psychiatric

Rehabilitation

Nursing Facility (non-Medicaid Certified)

Nursing Facility Level 1 (Medicaid only)

Nursing Facility Level 2 (Medicare only)

Nursing Facility Level 2
(dually certified Medicaid/Medicare)

ICF/MR

Adult Chemical Dependency

Child and Adolescent Chemical Dependency

Swing Beds

Mental Health Residential Treatment

Residential Hospice

TOTAL 617

472

617

*CON-Beds approved but not yet in service

10.

Medicare Provider Number 44-0049

Certification Type Acute Care Facility

11.

Medicaid Provider Number 44-0049

Certification Type Acute Care Facility




12.

13.

If this is a new facility, will certification be sought for Medicare and/or Medicaid?

The applicant, Methodist Healthcare-Memphis Hospitals, is a healthcare provider that operates five Shelby
County hospitals under a single license. The system is certified for both Medicare and TennCare/Medicaid; and
the system’s acute care provider numbers cover all five hospitals--including Methodist University Hospital, which
this application addresses.

Identify all TennCare Managed Care Organizations/Behavioral Health Organizations

(MCO’s/BHO’s) operating in the proposed service area. Will this project involve the treatment of
TennCare participants? If the response to this item is yes, please identify all MCO’s/BHO’s with which the
applicant has contracted or plans to contract. Discuss any out-of-network relationships in place with
MCO’s/BHO?s in the area,

The Tennessee MCO’s/BHO’s operating in the project service area are United Healthcare offering United
Healthcare Community Plan and Dual Complete (a Special Needs Plan), Blue Cross Blue Shield offering Blue
Care and TennCare Select, and Wellpoint offering Amerigroup Community Care plan. The service area for this
project also includes counties in North Mississippi and Eastern Arkansas, where Medicaid is available.

All of Methodist Healthcare’s hospitals treat TennCare participants under the system’s TennCare contracts.
Methodist Healthcare-Memphis Hospitals contracts with United Healthcare, Blue Cross Blue Shield, Wellpoint,
and Medicaid providers in adjoining States.

NOTE:  Section B is intended to give the applicant an opportunity to describe the project and to discuss the

need that the applicant sees for the project. Section C addresses how the project relates to the
Certificate of Need criteria of Need, Economic Feasibility, and the Contribution to the Orderly

Development of Health Care. Discussions on how the application relates to the criteria should not

take place in this section unless otherwise specified.




SECTION B: PROJECT DESCRIPTION

Please answer all questions on 8 1/2” x 11” white paper, clearly typed and spaced, identified correctly and
in the correct sequence. In answering, please type the question and the response. All exhibits and tables
must be attached to the end of the application in correct sequence identifying the questions(s) to which
they refer. If a particular question does not apply to your project, indicate “Not Applicable (NA)” after
that question,

L Provide a brief executive summary of the project not to exceed two pages. Topics to be included in the
executive summary are a brief description of proposed services and equipment, ownership structure,
service area, need, existing resources, project cost, funding, financial feasibility and staffing.

Proposed Services and Equipment

This is an onsite replacement and modernization project on the campus of Methodist University Hospital,
the flagship hospital for Methodist Healthcare — Memphis Hospitals.

The proposed project consisting of 421,000 square feet (sf) of new space and 49,000 sf of renovated space
is the execution of the master plan for Methodist University focusing on the relocation/consolidation of
acute patient care services.

A ten-story patient tower with an adjacent ambulatory building is proposed to consolidate currently
disjointed clinical services, improve operational efficiencies by centralizing support services, and upgrade
clinical space for high quality, patient-centered care.

All acute care beds as well as imaging and surgical services currently housed in the oldest buildings on
campus will be relocated to the new tower. Upon completion the new patient tower will house 204 of the
617 licensed beds, surgery, imaging, and pharmacy services, and feature consolidated, enhanced clinical
centers of excellence for the West Cancer Center and Methodist University Hospital Transplant Institute.
The project will convert twenty-eight medical-surgical beds to critical care beds.

Another key element of the project is the consolidation of multiple, currently disjointed outpatient
services into a newly constructed ambulatory building that will be situated to the south of the new tower
for integrated access to the clinical space.

The older, outdated buildings will be recycled and refurbished for patient education, resident education,
support services, and administrative functions.

Equipment needs for this project include the purchase of a new interoperable MRI (iMR1) for the surgical
suite, a replacement Hybrid operating room system, and a third linear accelerator. The PET and CT in the
West Cancer Center will be relocated from the Methodist operated West Clinic on Union Avenue — less
than one mile away.

The proposed project also includes the demolition of the Crews building at the corner of Union Avenue
and Bellevue Boulevard which will improve circulation around the campus as well as increase the
visibility of the main hospital entrance.

Methodist plans to use Integrated Project Delivery (IPD) implementation on this project. It is a team
approach with an agreement between the owner, contractor and architect for construction management.
This innovative model reduces costs and waste through shared risks and rewards.

Similar to recent construction project led by Methodist, the facility will be designed as a green building
and upon completion the team will pursue Leadership in Energy and Environmental Design (LEED)
certification by the U.S. Green Building Council. The design proposal seeks to reduce operating costs by
using less energy and water as well as reduce the impacts on the environment.

Ownership Structure

The applicant, Methodist Healthcare-Memphis Hospitals (Methodist), is a not-for-profit corporation that
operates five Shelby County hospitals under a single license. The applicant is a wholly-owned subsidiary
of a broader parent organization, Methodist Healthcare, which is a not-for-profit corporation with
ownership and operating interests in healthcare facilities in West Tennessee and North Mississippi.
Attachment A:4 contains an organization chart, and information on the facilities owned in whole or in part
by Methodist Healthcare.



Service Area

The project primary service area includes Shelby, Fayette and Tipton counties in Tennessee, DeSoto
County in Mississippi, and Crittenden County in Arkansas. The secondary service area includes Tipton,
Fayette, Lauderdale, Hardeman, Haywood, Dyer, and Madison Counties in Tennessee, Marshall, Tunica,
Panola, Tate, and Coahoma Counties in Mississippi, and St. Francis, Mississippi, Poinsett, Lee, Phillips,
and Craighead Counties in Arkansas. Please note the quaternary services of the hospital such as
transplant serve a broader area attracting patients from around that nation.

Need

As the system’s tertiary academic medical center, Methodist University Hospital, located in the

downtown medical center, is well positioned to serve the expansive tri-state service area. Through the
partnership with the University of Tennessee Health Science Center, Methodist helps train the next
generation of medical professionals and brings cutting-edge research and treatment to area patients.
Methodist University is committed to education and advancements in clinical care and as such is a vital
organization to Methodist Healthcare, the downtown medical district and broader tri-state area.

Methodist University brings together research, medicine, and innovation to treat incredibly complex
medical cases and advance the practice of medicine. The regional and national growth—and the
continuance of this growth—of associated programs have created more of a need for intensive medical
capacity and state-of-the-art facilities.

Over the last three years, the hospital’s critical care units have experienced increasingly high occupancy
rates consistently exceeding 80%. The redistribution of medical-surgical beds to critical care will improve
patient flow, wait times, and patient experience.

The current campus is the product of decades of incremental expansion, with both inpatient and
outpatient services interspersed and spread across a complex of buildings spanning six blocks and almost
nineteen acres The campus needs restructuring, along with major renovation and modernization to meet
twenty-first century standards. The older buildings on the campus — those built 1950-70 — pose serious
challenges for today’s clinical standards and state-of-the art technology. Conditions in the older buildings
are not conducive to Methodist’s trademark patient and family centered care.

Methodist completed a comprehensive assessment of the campus infrastructure and updated the master
plan to meet long term vision for the hospital and health system. The physical plant alone warrants the
need for the project. The planning priorities for the project focus on consolidation, efficiency,
organization, improvements/upgrades, flexibility, and recycling an aging infrastructure.

* Methodist believes an investment in the future of Methodist University Hospital required a critical review

of all clinical program priorities, inpatient capacity, outpatient services, support services, and the result is
this plan for campus modernization.

Existing Resources

In the project’s Tennessee primary service area, there are eleven adult acute care hospitals (including
Methodist University) with a total of 3,844 licensed beds of which almost 80% were staffed (or 3,042
beds) in 2014. The average daily census for the market in 2014 was 2,704 (or 70% occupancy). There
were 125,256 inpatient discharges and 716,500 inpatient days during this period.

Project Cost, Funding, Feasibility

The project cost of $280,000,000 will be funded in cash by the applicant’s parent, Methodist Healthcare.
Methodist Healthcare is, and will remain, financially viable.

Staffing

» The project will not require the addition of FTEs.



IL. Provide a detailed marrative of the project by addressing the following items as they relate to the
proposal.

A. Describe the construction, modification and/or renovation of the facility (exclusive of major medical
equipment covered by T.C.A. § 68-11-1601 et seq.) including square footage, major operational areas,

room configuration, etc.

1. Overview of the Project
This is an onsite replacement and modernization project on the campus of Methodist University Hospital,
the flagship hospital for Methodist Healthcare-Memphis Hospitals. Over the nine months, Methodist
completed a comprehensive assessment of the campus infrastructure and updated the Master Plan to meet
the long term vision for the hospital and health system. The proposed project consisting of approximately
421,000 sf of new space and 49,000 sf of renovated space is the execution of the master plan for Methodist
University focusing on the relocation/consolidation of acute patient care services.

The construction consists of a new ten-story patient tower which will be built on top of existing Emergency
Department (ED) and span over Eastmoreland Avenue. The base of the new tower across Eastmoreland
extends into an existing parking area and is referred to in the application as the ambulatory building — given
that it will house many outpatient services. See Diagram 1 below for the site concept.

DIAGRAM 1
METHODIST UNIVERSITY CAMPUS
PROPOSED SITE CONCEPT
METHODIST (31" ndllV SITE CONCEPT

8
,yl/

The proposed new patient tower will consolidate currently disjointed clinical services, improve operational
efficiencies by centralizing support services, and upgrade clinical space for high quality, patient-centered
care. All acute care beds (medical-surgical and critical care) as well as imaging and surgical services will
relocate from the oldest buildings on campus (East, Service, and Thomas also noted on diagram 1 above) to
the new tower. The older, outdated buildings will be recycled and refurbished for patient education,
resident education, support services, and administrative functions.

Another key feature of the project is the consolidation of multiple outpatient centers spread across the
existing campus. The base of the new tower —or the ambulatory building— on the south side of Eastmoreland
Avenue will serve as the new entrance for imaging, ambulatory surgery, transplant clinic, and cancer clinic
services with integrated access to the new clinical space.
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The proposed project also includes the demolition of the Crews building at the corner of Union Avenue and
Bellevue which will improve circulation around the campus as well as increase the visibility of the main
hospital entrance. Old cooling towers on Union Avenue between the existing patient tower and the East
building are also slated for demolition with this project to open greenspace.

An existing parking garage on Eastmoreland will also be demolished to accommodate new patient tower. A
new larger parking garage (noted in diagram 1 above as new parking) will be constructed for expanded
parking capabilities. The construction of a parking garage does not require Certificate of Need approval and
these costs for demolition of the old garage and construction of the new garage are not included in this
project.

The project will entail 421,000 sf of new space and 49,000 sf of renovated space. The estimated total project
costs are $280,000,000.

If granted CON approval, the new tower and ambulatory building will be constructed and scheduled to open
by January 2019 then renovations to back fill the older, existing buildings with support, administrative, and
educational functions will be complete by May 2020. The projections in this application use calendar years
2019 and 2020 as the project’s first two full years of operation given the inpatient and outpatient hospital
services will be operational with the construction of the tower and ambulatory building. The applicant is
requesting four years to complete this project.

Detailed Description of the Project

Changes in Bed Allocations

Table 1 below shows that the 617 total licensed beds operated by Methodist University will not change.
Methodist plans to convert twenty-eight medical-surgical beds to critical care beds to meet the demands of
the rising acuity and complexity of today’s inpatients.

TABLE 1
METHODIST UNIVERSITY HOSPITAL
PROPOSED ACUTE CARE BED CHANGES

Med-Surg | ICU/CCU Psych Total
Current Complement 511 80 34 617
Proposed Change -28 +28 3 -
Proposed Complement 483 100 34 617

Square Footage Changes

The total square footage of the project is as follows; detailed data by department are shown on the Cost and
Square Footage chart shown on pages 14. (The data excludes non-reviewable components of the campus
such as existing medical office buildings and the planned parking garage.)

Square Feet

Total Square Feet Renovated: 49,000
Total Square Feet New Construction: 421,000
Total Project Square Feet: 470,000

Total Square Feet to be Demolished: 129,408 (Crews)

Total Hospital Area, Before the Project: 1,366,697
Plus: New Construction +421,000
Less: Demolition - 129.408

Total Hospital Area, After the Project: 1,658,289



DIAGRAM 2
METHODIST UNIVERSITY CAMPUS
PROPOSED STACKING DIAGRAM

R _ STACKING DIAGRAM

Please refer to Diagrams 2 for visual images of the proposed site plan and floor-by-floor summaries below.

Floor-by-Floor Summary of the Project

In the following narrative, “MUH Campus” refers to the existing hospital structure. The two new structures
which will be constructed over the existing ED are the new ten-story tower and the ambulatory building
located to the south of Eastmoreland. To keep it simple, the two new structures will be referred to as the
“New Tower”. Reference is also made to seven main sections of the MUH Campus, i.e., Crews, Tower,
Link, East, Service, Sherard, and Thomas buildings. Floor plans and stacking diagrams are provided for
easy reference.

Ground Level of the New Tower

As part of the goal for consolidation of outpatient cancer services, the ground level of the New Tower
(located south of the existing ED and Eastmoreland) will house the radiation oncology therapy
department. Radiation therapy currently is located in the basement level of the MUH Campus, Thomas
building.

Level One of the New Tower

Level one (also located south of the existing ED and Eastmoreland) will consist of the remaining West
Cancer Center outpatient services, to include the outpatient clinic, infusion center, and administrative
support spaces. A dedicated entrance and patient drop-off for the cancer center will be provided with
access from South Bellevue Boulevard. The existing infusion center is currently located off campus at
the West Cancer Center at 1588 Union Avenue - less than a mile from the MUH Campus - which is and
will be operated as a Methodist Memphis Hospitals hospital-based service.

Level Two of the New Tower

Level two will primarily consist of the consolidation of the Transplant Institute which will include the
transplant outpatient clinic and Center for Advanced Liver Diseases (CALD). Collocated on this floor
will be the dialysis clinic. These functions are currently located on level one of the Sherard building, but
are currently not contiguous. A dedicated entrance and patient drop-off for the Transplant Institute will
be provided with access from South Bellevue Boulevard.

Level Three of the New Tower

Level three will consist of the consolidated surgical department which will include the twenty operating
rooms with supporting Post Anesthesia Care Unit (PACU) beds, and prep/recovery beds. The current
surgical department is located on level three of the East and Service building. Also located on this level
will be a consolidation of inpatient pharmacy services which are relocating from the ground level of
Tower. Finally, a small café will be located on level three to provide additional amenities for
outpatients, families, and visitors.
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Level Four of the New Tower

Level four will consist of imaging services which are relocating from the Sherard building. The existing
MRI suite located on the ground level of the Link building will be included in the relocation to the New
Tower.

Level Five of the New Tower
This inpatient floor will contain 30 ICU beds for the Transplant Institute. Currently, the Transplant ICU
is located on level seven of the East building.

Level Six of the New Tower
This inpatient floor will contain 30 ICU beds for Cancer Center patients and other critical care patients.

Level Seven — Ten of the New Tower
This inpatient floor will contain 36 medical-surgical beds each relocated from Fast, Sherard, and

Thomas.

Roof of the New Tower

The helipad is currently on the roof of the ED. The new tower will be constructed on top of the existing
ED, so the helipad will be relocated to the roof of the new patient tower.

See Attachments B:III (A) and B:IV for the Plot Plans and Floor Plans.

Project Costs and Funding Sources

Project Costs

The total cost of the project for CON purposes is $280,000,000 which includes construction costs of
$197,145,000 (including $6,750,000 site prep and $18,245,000 contingency costs). The project costs will be
funded by cash contributions from Methodist Healthcare, the parent company of the applicant.

Applicants with hospital projects (construction cost in excess of $5 million) and other facility projects
(construction cost in excess of $2 million) should complete the Square Footage and Cost per Square
Footage Chart. Utilizing the attached Chart, applicants with hospital projects should complete Parts
A.-E. by identifying as applicable nursing units, ancillary areas, and support areas affected by this
project. Provide the location of the unit/service within the existing facility along with current square
footage, where, if any, the unit/service will relocate temporarily during construction and renovation,
and then the location of the unit/service with proposed square footage. The total cost per square foot
should provide a breakout between new construction and renovation cost per square foot. Other
facility projects need only complete Parts B.-E. Please also discuss and justify the cost per square
foot for this project.

Please also discuss and justify the cost per square foot for this project.

Total construction costs excluding site prep and construction contingency are $172,150,000 (or $366
PSF) with new construction costs of $166,692,019 (or $396 PSF) and renovation costs of $5,457,981
(or $111 PSF).

The costs of the project are higher than average due to the scope of the project yet reasonable as

compared to similar renovations done throughout Methodist Healthcare over the last few years and on
recently approved CON’s.
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TABLE 2
COST PER SQUARE FOOT COMPARISON WITH APPROVED PROJECTS

Date Cost per
CON Name Filed | Square Foot
Methodist South Hospital Mar-15 $ 209
Renovate and Expand Emergency Department
Methodist Memphis Hospital Nov-13 $ 145
Establish West Cancer Center
Le Bonheur Children’s Hospital Nov-13 $ 152
Establish Pediatric Outpatient Center
Campbell Clinic Aug-12 $ 244
Surgery Center Construction & Renovation
The Regional Medical Center — The Med Aug-12 $ 225
Hospital Construction & Renovation
Baptist Memorial Women’s Hospital Dec-12 $ 238
ED Construction & Renovation

Total construction costs are also higher when compared to the HSDA construction costs ranges.
Renovation costs for the project are at the first quartile, yet new construction costs are above the third
quartile. Please note that three years of escalation are costs built into the construction estimates given
the project timeline which equate to roughly $50 PSF. Other factors that increase the costs projections
for this project are:

o the new patient tower spans an active road

¢ the new patient tower will connect to existing facilities at several locations

e the site is not a greenfield site yet is an onsite modernization project in a busy campus
See the cost per square foot comparisons below.

TABLE 3
HOSPITAL CONSTRUCTION COST PER SQUARE FOOT
YEARS: 2012-2014

Renovated New Total
Construction Construction Construction
1st Quartile $110.98/sq ft $224.09/sq ft $156.78/sq ft
Median $192.46/sq ft $259.66/sq ft $227.88/sq ft
3rd Quartile $297.82/sq ft $296.52/sq ft $298.66/sq ft

Source: CON approved applications for years 2012 through 2014

If the project involves none of the above, describe the development of the proposal.

Not Applicable.

. Identify the number and type of beds increased, decreased, converted, relocated, designated, and/or
redistributed by this application. Describe the reasons for change in bed allocations and describe the
impact the bed change will have on the existing services.

The proposed changes in bed complement at Methodist University Hospital are described in detail in the
Section B.II.A narrative immediately preceding this section. This redistribution from medical-surgical beds
to intensive care beds will not add beds to the hospital or service area; it will not change the license of the
applicant.

Methodist University is the core teaching hospital for University of Tennessee Health Science Center
(UTHSC). The hospital’s academic focus offers highly specialized services for complex diseases, illnesses,
and injuries, develops technology, and carries out research to improve lives. The regional and national
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outreach of the academic programs is shifting the need for more intensive medical capacity and need for a
state-of-the-art facility.

To remedy the Methodist plans to convert twenty-eight medical-surgical beds to critical care beds in the
new patient tower. Over the last three years, the hospital’s intensive care units have experienced
increasingly high occupancy rates consistently exceeding 80%. This redistribution will improve patient
flow, wait times, and patient experience with the addition of intensive care beds.

METHODIST UNIVERSITY HOSPITAL
CRITICAL CARE OCCUPANCY BY YEAR, 2013-2015

2013 2014 2015
ICU Beds 72 72 72
Patient Days 22,212 | 22,797 | 23,570
Average Daily Census 60.9 62.5 64.6
Occupancy Rate 84.5% | 86.7% | 89.7%
METHODIST UNIVERSITY

CRITICAL CARE OCCUPANCY BY MONTH, 2013-2015
Critical Care Occupancy Rates by Month

2013-2015
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C. As the applicant, describe your need to provide the following health care services (if applicable to this
application): The applicant is approved for Radiation Therapy/Linear Accelerator, Magnetic Resonance
Imaging (MRI), and Positron Emission Tomography (PET) services and equipment already. The PET
equipment will be relocated to this site, and the Linear Accelerator and iMRI are requests for additional units
for existing services at this location.

Adult Psychiatric Services

Alcohol and Drug Treatment for Adolescents (exceeding 28 days)
Birthing Center

Burn Units

Cardiac Catheterization Services

Child and Adolescent Psychiatric Services
Extracorporeal Lithotripsy

Home Health Services

Hospice Services

10. Residential Hospice

11. ICF/MR Services

12. Long-term Care Services

13. Magnetic Resonance Imaging (MRI)

14. Mental Health Residential Treatment

15. Neonatal Intensive Care Unit

16. Non-Residential Methadone Treatment Centers
17. Open Heart Surgery

18. Positron Emission Tomography

19. Radiation Therapy/Linear Accelerator
20. Rehabilitation Services

21. Swing Beds

CRXRNANNRWN=

D. Describe the need to change location or replace an existing facility.

See the response to Section C under the responses to the Project-Specific Review Criteria: Construction,
Renovation, Expansion, and Replacement of Health Care Institutions.

E. Describe the acquisition of any item of major medical equipment (as defined by the Agency Rules and
the Statute) which exceeds a cost of $1.5 million; and/or is a magnetic resonance imaging (MRI) scanner,
positron emission tomography (PET) scanner, extracorporeal lithotripter and/or linear accelerator by
responding to the following:

The Linear Accelerator, iMRI, and Hybrid Operating Room (OR) system proposed purchases are fixed units
therefore #2 below is not applicable. The Hybrid OR system is a replacement of existing equipment. Neither
#1 nor #2 is applicable for the PET since the unit is being relocated and is not a new purchase.

1. For fixed-site major medical equipment (not replacing existing equipment):

a. Describe the new equipment, including:
1. Total cost ;(As defined by Agency Rule).
Equipment Type Equipment Maintenance Total Cost
(4 years)
iMRI $ 3,959,767 $ 705,180 $ 4,664,947
Linear Accelerator $ 2,636,000 $ 760,581 $ 3,396,581
Hybrid Operating Room $ 1,972,443 $ 375,300 $ 2,347,743
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Expected useful life of all major moveable equipment is 7 years

List of clinical applications to be provided;
LINEAR ACCELERATOR

“A linear accelerator (LINAC) is latest in radiation technology used for external beam
radiation treatments for patients with cancer. The linear accelerator is used to treat all
parts/organs of the body. It delivers high-energy x-rays to the region of the patient's tumor.
These x-ray treatments can be designed in such a way that they destroy the cancer cells while
sparing the surrounding normal tissue. The LINAC is used to treat all body sites, using
conventional techniques, Intensity-Modulated Radiation Therapy (IMRT), Image Guided
Radiation Therapy (IGRT) Ste tic Radiosurgery (SRS) and Stereotactic Body Radio

Therapy (SBRT).” (source: http.//www radiologyinfo.org/en/info.cfm ’pg=linac).

The equipment is optimized for both radiotherapy and radiosurgery and can treat cancers
almost anywhere in the body, including lung, breast, abdomen and head and neck cancers.

IMRI

“Magnetic resonance imaging (MRI) is a noninvasive medical test that physicians use to
diagnose and treat medical conditions. MRI uses a powerful magnetic field, radio frequency
pulses and a computer to produce detailed pictures of organs, soft tissues, bone and virtually
all other internal body structures. MRI does not use ionizing radiation (x-rays). Detailed MR
images allow physicians to evaluate various parts of the body and determine the presence of
certain diseases. The images can then be examined on a computer monitor, transmitted

electronically, printed or copied to a CD."
http://www.radiologyinfo.org/en/info.cfm?pg=bodymr

An intraoperative magnetic resonance imaging (iMRI) unit is used in the neurosurgery
operating room. This equipment will be used to assist neurosurgeons in epilepsy surgeries
and the resection of brain tumors. Without this technology, MRI testing must be done in the
hospital's radiology department post-operatively. This delayed imaging could identify the
further need for surgery and the patient will have to undergo a subsequent surgery. iMRI is
bridges the specialties of surgery and radiology. With this technology, the precision and
success of surgical treatment increase.

HYBRID OR SYSTEM

“A hybrid operating room is an OR equipped with a large fixed imaging system that supports
high-quality interventional imaging and complex open and minimally invasive surgeries. A
revolutionary alternative to conventional operating rooms, the hybrid OR allows physicians to
perform procedures using real-time image guidance, and to assess effectiveness and manage
perioperative complications, all in a single encounter.” source: ECRI Institute

Hybrid operating rooms are currently used mainly in cardiac, vascular and neuro-surgery, but
could be suitable for a number of other surgical disciplines.

Documentation of FDA approval.

Please see Attachment B II (E)(4) FDA approvals

Provide current and proposed schedules of operations.

LINAC 7:30a — 4:30p Monday-Friday
iMRI and Hybrid OR system same as perioperative suite 7:00a — 5:00 p Monday-Friday
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2.

For mobile major medical equipment: Not Applicable

List all sites that will be served;

Provide current and/or proposed schedule of operations;
Provide the lease or contract cost.

Provide the fair market value of the equipment; and
List the owner for the equipment.

pae TP

Indicate applicant’s legal interest in equipment (ie., purchase, lease, etc.) In the case of equipment
purchase include a quote and/or proposal from an equipment vendor, or in the case of an equipment
lease provide a draft lease or contract that at least includes the term of the lease and the anticipated
lease payments.

Methodist proposes to purchase all major moveable equipment included in this project. See Attachment
B:II (E)(3) for the quotes from the vendors.

III. (A) Attach a copy of the plot plan of the site on an 8 1/2” x 11” sheet of white paper which must

include:

See Attachment B:III (A) for the plot plan.

= K K S

Size of site (in acres);
Location of structure on the site; and
Location of the proposed construction.

Names of streets, roads or highway that cross or border the site.

Please note that the drawings do not need to be drawn to scale. Plot plans are required for all projects.

(B) Describe the relationship of the site to public transportation routes, if any, and to any highway or

major road developments in the area. Describe the accessibility of the proposed site to
patients/clients.

Methodist University Hospital is in the heart of the Memphis Medical Center. The hospital campus is
located on Union Avenue, in downtown Memphis, within a few blocks of the Union Avenue exit from
Interstate-240 (1-240) which makes it easily accessible for area patients via automobile and ambulance.
Union Avenue runs east-west from the Mississippi River (in downtown Memphis) to Houston-Levee
Road in Germantown, Tennessee (changing names to Walnut Grove as it runs through the city). 1-240
loops around the city of Memphis with major junctions at I-40 (east-west highway that traverses the state
of Tennessee and locally connects Arkansas and Tennessee), I-55 (north-south highway locally
connecting Tennessee to Mississippi, northern Arkansas and Missouri), and State Route 385 (loops
through East Memphis suburbs) as well as several US Highways including US-64/US-70/US-79, US-78
and US-72.

The Memphis Area Transit Authority (MATA) services this area with Route 34, which lists Methodist

University Hospital as a major stop on the route. Please see Attachment B: III (B) for a copy of this
public transportation route.
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IV. Attach a floor plan drawing for the facility which includes legible labeling of patient care rooms (noting
private or semi-private), ancillary areas, equipment areas, etc. on an 8 1/2” x 11” sheet of white paper.

NOTE: DO NOT SUBMIT BLUEPRINTS. Simple line drawings should be submitted and need not be
drawn to scale.

See Attachment B:IV. for the floor plans.

V. For a Home Health Agency or Hospice, identify: Not applicable.

Existing service area by County;
Proposed service area by County;
A parent or primary service provider;

Existing branches; and

S SCES D =

Proposed branches.
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SECTION C: GENERAL CRITERIA FOR CERTIFICATE OF NEED

In accordance with Tennessee Code Annotated § 68-11-1609(b), “no Certificate of Need shall be granted
unless the action proposed in the application for such Certificate is necessary to provide needed health care
in the area to be served, can be economically accomplished and maintained, and will contribute to the
orderly development of health care.” The three (3) criteria are further defined in Agency Rule 0720-4-.01.
Further standards for guidance are provided in the state health plan (Guidelines for Growth), developed
pursuant to Tennessee Code Annotated §68-11-1625.

The following questions are listed according to the three (3) criteria: (I) Need, (IT) Economic Feasibility,
and (III) Contribution to the Orderly Development of Health Care. Please respond to each question and
provide underlying assumptions, data sources, and methodologies when appropriate. Please type each
question and its response on an 8 1/2” x 11” white paper. All exhibits and tables must be attached to the end
of the application in correct sequence identifying the question(s) to which they refer. If a question does not
apply to your project, indicate “Not Applicable (NA).”

QUESTIONS

NEED

1. Describe the relationship of this proposal toward the implementation of the State Health Plan and
Tennessee’s Health: Guidelines for Growth.

The applicant’s mission embodies the spirit of the Guidelines for Growth and the Five Principles to Achieve
Better Health as outlined in the State Health Plan. Methodist Le Bonheur Healthcare’s mission is to partner
with its medical staffs and collaborate with its patients and families to be the leader in high quality, cost
effective healthcare in all sectors of its service area. Its geographical distribution makes Methodist Healthcare
the area provider with the largest number of entry points, and the most socio-economically diverse patient
population. This project complies with the mission and the tenants of the State Health Plan and Guidelines for
Growth.

Healthy Lives:
The purpose of the State Health Plan is to improve the health of Tennesseans.

Every person’s health is the result of the interaction of individual behaviors, society, the
environment, economic factors, and our genetic endowment. The State Health Plan serves to
facilitate the collaboration of organizations and their ideas to help address health at these many
levels.

This project will reshape Methodist University in a manner that contributes to the Health Lives principle
by improving both access to health services and the quality of health services. A key component of this is
that Methodist University will be better positioned to start care coordination further upstream in the care
continuum, which will go a long ways toward combating the effects of the determinants of health
described by the Healthy Lives Principle.

Access to Care:

Every citizen should have reasonable access to health care.

Many elements impact one’s access to health care, including existing health status, employment,
income, geography, and culture. The State Health Plan can provide standards for reasonable access,
offer policy direction to improve access, and serve a coordinating role to expand health care access.

Methodist Healthcare has strategically placed and maintained hospitals and ambulatory facilities in all
quadrants of Shelby County as part of its mission. University Hospital remained committed to the inner
city and mission markets even as competitors and other healthcare resources followed the population shift
to the east. The hospital is centrally located in the downtown Memphis Medical Center making it easily
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accessible patients and families in the tristate area. In keeping with the mission, access to healthcare
services is not restricted by existing health status, employment, income, geography, or culture.

Barriers to accessing health services lead to unmet health needs, delays in receiving appropriate care, an
inability to get preventive services, and preventable hospitalizations. The project will remove physical
barriers, enhance aesthetic elements, and promote operational efficiencies to greatly improve patients
access to high-quality and patient-centered tertiary and ambulatory services.

Economic Efficiencies:

The state's health care resources should be developed to address the needs of Tennesseans while
encouraging competitive markets, economic efficiencies and the continued development of the state's
health care system.

The State Health Plan should work to identify opportunities to improve the efficiency of the state’s
health care system and to encourage innovation and competition.

The newly designed campus will improve access to and the efficiency of health care services offered by
Methodist University. Improved access to ambulatory services, particularly preventive services, will allow
patients to enter the care continuum further upstream, at a more cost-effective and efficient point of care.
From a health system perspective, the campus will be designed in a way that supports evidence-based
practices and minimized unnecessary variation.

Quality of Care:

Every citizen should have confidence that the quality of health care is continually monitored and
standards are adhered to by health care providers.

Health care providers are held to certain professional standards by the state’s licensure system.
Many health care stakeholders are working to improve their quality of care through adoption of
best practices and data-driven evaluation.

Patient safety and quality are central areas of focus in Methodist hospitals. The framework for Methodist
Healthcare’s approach to systematic quality improvement includes the following dimensions: safe, timely,
effective, efficient, equitable, patient-centered, accessible and sustainable. The current design of the
Methodist University campus poses certain challenges. This project will improve upon all of the above-
mentioned dimensions. The clinical staff will have more opportunity for collaboration across modalities
and with physicians for improved quality care. The more efficient flow in the proposed facility has fewer
touch points, facilitates improved communication and consolidates work zones for more efficient and
timely care.

Methodist has adopted a patient and family centered culture. Associates are encouraged to truly partner
with patients and families, not only to involve them in decisions about care, but also gain the benefit of
their insights to better plan and deliver care. The core principles for culture are respect and dignity,
information sharing, participation and collaboration. The improved hospital design coupled with
employment of these principles, patients can achieve better outcomes, and the hospital can improve the
care for patients

Health Care Workforce:

The state should support the development, recruitment, and retention of a sufficient and quality health
care workforce.

The state should conmsider developing a comprehensive approach to ensure the existence of a
sufficient, qualified health care workforce, taking into account issues regarding the number of
providers at all levels and in all specialty and focus areas, the number of professionals in teaching
positions, the capacity of medical, nursing, allied health and other educational institutions, state and
federal laws and regulations impacting capacity programs, and funding.
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Methodist University Hospital is the largest, most comprehensive hospital in the Methodist Healthcare
system. It is a 617-bed facility located in the heart of the Memphis Medical Center.

As the major academic campus and principal teaching hospital of the UTHSC, it brings together research,
medicine and innovation. This partnership supports multidisciplinary collaboration among doctors and
clinical team members, leading to more advanced medical care for our patients.

Methodist University currently houses the latest technologies for diagnosis and treatment, including
several centers that are unique in the Mid-South: Brain and Spine Institute, Transplant Institute, Head and
Neck Surgery Center, Cardiovascular Institute, cancer services (in partnership with West Cancer Center),
Methodist University Radiation Oncology Center, and thoracic surgery. All of which allow for an
expansion of providers at many levels and with many specialties, people in teaching positions, and creates
capacity for medical, nursing, allied health, and educational institutions. This project will also leverage the
academic affiliation and support the development, recruitment, and retention of a quality workforce.

a.  Please provide a response to each criterion and standard in Certificate of Need Categories that are
applicable to the proposed project. Do not provide responses to General Criteria and Standards
(pages 6-9) here.

Project-Specific Review Criteria: Construction, Renovation, Expansion, and Replacement
of Health Care Institutions

1. Any project that includes the addition of beds, services, or medical equipment will be reviewed
under the standards for those specific activities.

Not applicable; no beds or services are being added to the applicant’s licensed organization. The
linear accelerator for this project is additional equipment for the existing Radiation Therapy program
that has two linear accelerators currently. The iMRI is additional equipment for existing imaging
program. The Hybrid OR system is a replacement for an existing unit. The PET for this project is the
relocation of services and those criteria are included.

2. For relocation or replacement of an existing licensed healthcare institution:

Not applicable. This project is not a full replacement or relocation project

a. The applicant should provide plans, which include costs for both renovation and
relocation, demonstrating the strengths and weaknesses of each alternative.

b. The applicant should demonstrate that there is acceptable existing and projected future
demand for the proposed project.

3. For renovation or expansions of an existing licensed healthcare institution:

a. The applicant should demonstrate that there is an acceptable existing demand for the
proposed project.

b. The applicant should demonstrate that the existing physical plant's condition
warrants major renovation or expansion.

The applicant is presenting the detailed justification for this onsite replacement and modernization project in

this section of the application. Both a. and b. above are responded to in the narrative and exhibits beginning
below.
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DEMAND FOR THE PROJECT

Methodist Le Bonheur Healthcare is an integrated, not-for-profit healthcare system based in Memphis,
Tennessee, with locations and partners across the Mid-South. Methodist is one of Tennessee’s largest
healthcare providers, serving populations of diverse socio-economic status across a broad geographic service
area spanning West Tennessee, North Mississippi, and East Arkansas. Methodist Healthcare’s primary acute
care organization, Methodist Healthcare-Memphis Hospitals, is the applicant for this CON. Methodist
Healthcare-Memphis Hospital owns and operates five Shelby County hospitals under a single general hospital
license. The largest of the facilities, Methodist University Hospital, is the focus of this application.

As the system’s tertiary academic medical center, ~——= < | 3 AL g A
Methodist University Hospital, located in the I A5 =P | fjl'){ :
downtown medical center, is well positioned to N i A o] AT Koo z:,._.,,;*"
serve the expansive tri-state service area. Through ' {7 "BV 4 Vs . 7Pl
the partnership with the University of Tennessee S R S S IR v R | (P
Health Science Center, Methodist helps train the —E 475 JgTEd= 1 e N
next generation of medical professionals and brings w7\ kBT bt 0 S iy
cutting-edge research and treatment to area 2k N WA e

patients. Methodist University is committed to SR o L A
education and advancements in clinical care and as D A\A (o g £ :
such is a vital organization to the downtown PANIY : Pt e Ty
medical district and broader tri-state area. U &= T A== e 3

Methodist remained loyal to the inner city and mission markets even as competitors and other healthcare
resources followed the population shift to the east. With this project, Methodist affirms an unwavering vision
for the downtown market with plans to invest over $280 million dollars in the health and well-being of all
Memphians and surrounding counties.

As noted previously in the application, this proposal is an onsite replacement and modernization project of the
campus of Methodist University Hospital. Methodist University was chartered by the Methodist Church in
1924 to provide high-quality, affordable healthcare in accordance with the church’s mission and principles.
The original 125-bed building was a single four-story structure located on this Union Avenue site. In the first
year, the hospital treated a little over 3,100 patients.

More than 90 years later, Methodist University treats over 18,000 inpatients and 70,000 emergency patients
annually. The campus grew with the population and healthcare demands of the inner city and surrounding
region to 617 beds, twenty operating rooms, and fifty-six emergency room beds/bays. The current campus is
expansive with both inpatient and outpatient services interspersed and spread across a complex of buildings
spanning six blocks and almost nineteen acres. Expansion occurred over decades and the older buildings on
the campus — those built 1950-70 — pose serious challenges for today’s clinical standards and state-of-the art
technology. Conditions in the older buildings are not conducive to Methodist’s trademark patient and family
centered care. While outdated and not optimal for patient-direct clinical services and beds, the older buildings
are better suited for the relocation of growing education, support, and academic functions.

Each addition and plan for growth for the Methodist University campus has been intentional, strategic, and
well designed. However, healthcare delivery has changed so much since Methodist University was
constructed that significant changes are now necessary. For the last decade, new technologies, care delivery
methods, and payment models have shifted inpatient volumes to ambulatory settings. Financial pressures
focusing on population health and reductions in readmissions and avoidable admissions are incentivizing
providers to engage patients earlier with more accessible and coordinated care options. At the same time, the
baby boomers are aging, chronic disease is more prevalent, and patients seen in hospital emergency rooms and
inpatient settings are sicker requiring more complex treatment plans and high acuity centers of excellence such
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as transplant, cancer, neurology and cardiovascular. The campus needs major renovation and modernization to
meet twenty-first century standards. Over the last nine months, Methodist completed a comprehensive
assessment of the campus infrastructure and updated the master plan to meet long term vision for the hospital
and health system.

The planning priorities for the assessment are outlined below and details on findings and solutions follow as

Justification for this project:

»  Consolidate currently disjointed clinical services to support institute goals and operational efficiencies -

Transplant, Cancer, Neurosciences, and Cardiovascular services

Improve ability for support services to efficiently service clinical areas

Improve provision of outpatient services to support patient convenience and efficiency

Enhance campus organization with better defined zoning, access points, and wayfinding

Provide space to accommodate additional capacity and to support changing care models — shift to

outpatient status and higher acuity inpatients

»  Upgrade facilities to support high quality care, patient experience, ongoing physician recruitment, and
medical education

»  Provide flexibility to accommodate a rapidly changing health care environment

> Recycle aging infrastructure

L VR T )

Consolidate disjointed clinical services and improve efficiency of support services

As the system’s tertiary referral center, Methodist University is a leader in specialized medicine for complex
diseases, illnesses and injuries. Methodist University has one of the largest neurosciences programs in the
country, has a regionally active cardiovascular center, is the region’s comprehensive leader in adult cancer care
through its partnership with West Cancer Center, and is home to the nationally recognized Methodist
University Transplant Institute. These blue chip services are fragmented and spread throughout the oldest
buildings on campus including Thomas wing which was built in 1966 and the Service and East wings which
were built in 1958.

The fragmented clinical services hinder access to care, complicate patient navigation, and detract from a multi-
disciplinary care approach. This project will consolidate disjointed transplant and oncology clinical services
adjacent to imaging, lab, pharmacy, surgical, and inpatient units. Methodist believes an investment in the
future of Methodist University Hospital required a critical review of all clinical program priorities, inpatient
capacity, outpatient services, support services, and a look at the entire campus organization.

Transplant

The University of Tennessee (UT) has a long, rich history of solid organ transplantation. It has been forty
years since the first kidney transplant was performed in Tennessee. UT became only the third Transplant
program in the United States to perform a liver transplant in 1982. The UT program partnered with
Methodist LeBonheur Healthcare in 2004 and formed the Methodist University Hospital Transplant
Institute (MUHTI). More than 1,000 liver transplants and 1,000 kidney transplants have been performed at
MUHTI and Le Bonheur Children’s Hospital since 2006. MUHTI serves the highest percentage of
minority patients in the country and has the only pediatric liver transplant program in the underserved Mid-
South (TN, AR, and MS).

The experience of receiving a transplanted organ is unlike any other patient experience. Patients and their
loved ones come to the Institute stressed and anxious. They are embarking on a lifelong journey with the
transplant care team. From pre-transplant testing through the wait for an organ and then to life changing
transplant surgery, the Institute serves as a home away from home. As patients return again and again for
post-transplant medical, social, psychological and spiritual support, the importance of a comprehensive
care center as a home becomes even more critical. That’s why we are committed to completely re-thinking
and re-doing the clinical space and campus that are the setting for this journey.
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The Methodist University Hospital Transplant Institute is renowned worldwide with the most experience
in steroid-free liver transplantation in the world. The Institute ranks among the top 10 liver transplant
programs, the top 15 overall transplant programs in the nation, and has performed over 6,000 transplants.
The care we provide our transplant patients is extraordinary, but the facility where those patients receive
care is not. This shortcoming is particularly significant for transplant patients and their families who must
visit repeatedly for pre-transplant testing, the transplant surgery itself, and lifelong post-surgical care. This
enduring connection to the Transplant Institute makes it imperative that the facility be patient-and-family
centered, focused in a warm and inviting space with integrated inpatient and outpatient service offerings in
a single building.

Cancer

Over the last decade, the cancer care landscape has changed dramatically, with new advances and
treatments, changes in reimbursement, and the continued threat of regulatory driven health care reform.
These threats are occurring while the same provider community is facing a significant projected increase in
the number of cancer patients due to an ever-aging population. This anticipated increase in cancer patients
could cripple the current cancer delivery system. Methodist recently adopted a collaborative, integrated
multidisciplinary strategy in the east market to resolve fragmentation. The West Cancer Center opened in
November 2015 is exceeding expectations. Yet, a significant portion of cancer care delivery in the
downtown market is still fragmented. Chemotherapeutic infusion, radiation oncology, cancer specific
surgery, interventional radiology, and medical oncology services are still delivered in different locations
with weak coordination of efforts and collaboration. This project will replicate the same integrated
approach on the Methodist University Campus.

Cancer providers that clearly and efficiently develop and operationalize this approach will create higher
standards of care, complex treatment options, better research opportunities and access to multi-phase
clinical trials. This type of care program will increase patient’s knowledge and care expectations by
experiencing a system designed to reduce or eliminate disparate experiences of care. Many studies show
that fragmented care delivery, i.e. patients treated by multiple providers at multiple locations, will not be
able to provide an enhanced quality of care with the expected changes in reimbursement and the expected
increase in patient volume.

From a planning perspective, a multidisciplinary cancer program is a complex and difficult challenge that
calls for a strategic and collaborative approach. The Advisory Board Oncology Roundtable’s 2007 Patient
Experience Survey discovered that patients point to a multidisciplinary approach to cancer care as “the
most valued service.” Methodist’s response to the challenge was in collaboration with The West Clinic and
the UTHSC. In 2011, the West Clinic combined forces with Methodist and the UTHSC to transform
cancer care in the Mid-South. The strengths and cultures of all three organizations are leveraged in the
development of a fully integrated cancer program which will expand collaborative efforts in cancer
research and education with a vision toward personalized precision cancer care.

Oncologists have always played the key role in cancer care, and no matter what, the success of a
multidisciplinary program depends on the skills and competencies of the supporting care team. The West
Clinic is the region’s premier provider of cancer care and is a nationally-recognized leader in cancer
research. Over the past thirty-three years West Clinic has built an expert team dedicated to excellence and
compassionate care. The West Clinic currently has over thirty physicians in multidisciplinary specialties
and multiple locations in Tennessee, Mississippi and Arkansas providing services to include medical
oncology/hematology, gynecologic oncology, blood cell transplants, breast surgery, diagnostic and
interventional radiology, metabolic bone disease/endocrinology, clinical psychology, pain and palliative
care, radiation oncology, comprehensive breast center, nutritional counseling, ACORN research and the
WINGS Cancer Foundation. The multi-disciplinary team includes pharmacists, nurses, clinical
technicians, social workers and patient care coordinators/navigators. The full care team is committed to
working collaboratively to ensure a seamless treatment program.
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The specific mission of the applicant with regard to cancer is to develop an integrated comprehensive
cancer care program will reduce the disparity between national cancer mortality rates and those of Shelby
County. Such a program will allow for Methodist to prepare for the anticipated increase in cancer as the
population ages. There are double digit growth rates for the Methodist service area in the next decade.

Methodist University Hospital’s focus areas must not only include transplant and cancer but also neurosciences
and cardiovascular services, in addition to being the primary community provider in the geography. Methodist
University’s presence in high priority programs will require improving adjacencies and addressing inadequate
and inefficient space and equipment, both on the inpatient and outpatient side.

Improve outpatient services and enhance campus organization

As the outpatient market has grown with advances in technology, the move towards population health, and the
industry shift from volume to value, hospital leaders have responded by expanding ambulatory services.
Outpatient programs are a way to expand traditional areas of expertise and prevent costlier illnesses and
complications later. There are currently over twenty outpatient access points on the Methodist University
campus. With this project, the system will reorganize and streamline the ambulatory care delivery process.

As noted in Diagram 3 below, outpatient services (red dots) are currently scattered across the campus with
multiple access points which makes wayfinding, parking, and movement around the hospital a challenge.
Diagram 4 shows the multiple access points on all sides of the campus, complex circulation patterns with
access off all major roadways surrounding the campus, and the lack of clear separation of patient/visitor, staff,
and material flows.

DIAGRAM 3
METHODIST UNIVERSITY CAMPUS
CURRENT STACKING DIAGRAM
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DIAGRAM 4
METHODIST UNIVERSITY CAMPUS
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The new ambulatory building will co-locate high traffic outpatient services such as imaging, ambulatory
surgery, infusion, dialysis, and clinic space for transplant and oncology in a single building. The new
construction provides a more accessible, concentrated presentation of outpatient services. The project will
enhance campus organization with better defined zoning, access points, and wayfinding. The new ambulatory
building will have direct access to parking and separate inpatient and outpatient flows with a new flexible
design to accommodate a rapidly changing health care environment.

Upgrade facilities and provide space to support changing care models

Methodist is committed to creating an environment that values the individual differences and unique
contributions of everyone touched by the organization. Rooted in the fact that no one knows patients better
than their family and friends, Methodist encourages family participation in care and planning. The system’s
Family Partner Council is now a volunteer team of more than 150 former patients and caregivers that act as an
advisory group and provide insights to help transform care delivery. While Methodist is known for embracing
these concepts, the improvement of patient experience is endorsed by the Centers of Medicare and Medicaid
Services (CMS). In 2015, CMS tied 1.5% of Medicare reimbursement to the Hospital Consumer Assessment
of Healthcare Providers and Systems (HCAHPS) survey. The HCAHPS scoring is based on eight key issues:
nurse and doctor communication, quietness, information about medications, discharge information, cleanliness,
responsiveness, pain management, and transitions in care. On the Hospital Compare website, Methodist
Healthcare currently has an overall (summary) rating of four stars in regards to patient experience, with the
majority of the measures at a four-star level and the rest at a three-star level. This project will benefit patient
experience across all domains but particularly areas like communication, cleanliness, and care transitions,
where there's opportunity for improvement.

The outdated facilities on the Methodist University campus present challenges to the patient experience and the
patient and family approach to care. Some of those challenges include 1) the restrictive size of patient rooms
in the oldest buildings which do not provide adequate space for family members to engage with physicians and
clinicians in the care plan, 2) the presence of shared showers in some nursing units in the Thomas and East
buildings which is a dissatisfier for patients and families, and 3) the antiquated facility design that does not
meet today’s acoustic standards for noise control.
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Additionally, the aging infrastructure creates inefficiencies in operations and presents barriers for twenty-first
century technology. As an example, the limited space on nursing floors restricts the use of omnicell units,
automated, secure medication cabinets. Omnicell units improve nursing and pharmacy workflow, minimize
redundant data entry, and improve security and quality. There are complications to renovating the oldest
buildings to adapt to newer technology due to column spacing and floor to ceiling heights. The proposed new
construction will resolve these concerns and provide the necessary space for state-of-the art technology and
modern healthcare.

Methodist University is the core teaching hospital for University of Tennessee Health Science Center. The
hospital’s academic focus offers highly specialized services for complex diseases, illnesses, and injuries,
develops technology, and carries out research to improve lives. The regional and national outreach of the
academic programs is shifting the need for more intensive medical capacity and need for a state-of-the-art
facility.

An internal study conducted on occupancy rates for a period during 2014-2015 for critical care beds, shows all
units have the lowest rating due to high occupancy rates at 82% or higher against an industry benchmarks of
75%. See Table 4 below for summary results per critical care unit. Patient flow from the emergency
department to the critical care units is delayed by the lack of beds. Methodist University has experienced a
growth in number of patients being held in the emergency room as well as an increase in wait times. See Table
4 below denoting the correlated delays as critical care beds reach beyond optimal occupancy rate. Again,
patient experience suffers along with the delays and inefficiencies related to lack of capacity.

TABLE 4
METHODIST UNIVERSITY
CRITICAL CARE OCCUPANCY AND AVERAGE ED BOARDING HOURS
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While the overall population is remaining fairly flat, 500,000 - - 500% |
the 65-84 age cohort is experiencing an annual
growth rate over 4%; this will increase demand for
services utilized by older populations. There are
rising numbers of chronically ill patients in need of
more intensive hospital services. Fortification of

critical care resources supporting inpatient and 017 1548 465 G Bt Fem 1S
subspecialty care programs in transplant, oncology, -~
neurology, and cardiovascular is imperative for 2015 Populetion 92020 Populetion  # 2015-2020 CAGR
Methodist University Hospital as the system’s

academic tertiary flagship.

Recycle aging infrastructure and provide flexibility

The Methodist University campus is landlocked. Many buildings housing direct patient care services were
built 50-60 years. As part of the master planning process, Methodist assessed the physical condition of each
building on the main campus. The assessment included the evaluation of structural, mechanical, and
electrical components as well as the age, presence of asbestos and overall functionality. The physical plant
alone warrants the need for the project.

Please note in Diagram 5 below the findings of the assessment with the stop light colors representing good
(green) to poor (red) conditions. The project proposes to relocate patient beds and acute care services from the
Thomas and East buildings as well as Crews. The Crews building is also slated for demolition.

DIAGRAM 5
METHODIST UNIVERSITY HOSPITAL
COLOR CODED BUILDING CONDITIO

Another view of the campus developed during the master planning process and assessment of the building
conditions, denotes the anchors of the campus as the existing patient tower, emergency department opened in
2014, the Link building, and adjacent medical professional offices. From a consumers perspective the two
prime corners on Union Avenue are occupied by the lowest ranking buildings, Thomas and Crews. Please note
in Diagram 6 below shows the building assessment. Plans call for future campus development to focus on the
anchoring buildings. This project relocates direct patient care to the anchoring buildings and the new patient
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tower to modernize the campus and establish a sustainable foundation for the system’s academic medical
center, Methodist University Hospital.

DIAGRAM 6
METHODIST UNIVERSITY HOSPITAL
BUILD]NG CONDITION ASSESSMENT RESULTS

Since inception, the system has remained affiliated with the United Methodist Church and steadfast in a faith
which inspires service to patients and dedication to improving the health of our entire community. Methodist
Healthcare is an integrated health care delivery system, dedicated to the art of healing through our faith-based
commitment to minister to the whole person. Methodist remains committed to the patients and families in tri-
state area and proposes to make this investment to provide accessible, efficient, and high quality services with
the new a state-of-the-art facility.

Projéct-Specific Review Criteria: Position Emission Tomography

1. Applicants proposing a new stationary PET unit should project a minimum of at least 1,000 PET
procedures in the first year of service, building to a minimum of 1,600 procedures per year by
the second year of service and for every year thereafter.

The application for mobile and stationary units should include projections of demographic
patterns, including analysis of applicable population-based health status factors and estimated
utilization by patient clinical diagnoses category (ICD-9).

For units with a combined utility, e.g., PET/CT units, only scans involving the PET function will
count towards the minimum number of procedures.

Not Applicable; the project is a relocation and replacement of existing PET services. The original PET
was approved under the former CON guidelines requiring 750 procedures in the first year.
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All providers applying for a proposed new PET unit should document that the proposed location
is accessible to approximately 75% of the service area’s population.

Applications that include non-Tennessee counties in their proposed service areas should provide
evidence of the number of existing PET units that service the non-Tennessee counties and the
impact on PET unit utilization in the non-Tennessee counties, including the specific location of
those units located in the non-Tennessee counties, their utilization rates, and their capacity.

Not Applicable; the project is a relocation and replacement of existing PET services.

All providers should document that alternate shared services and lower cost technology
applications have been investigated and found less advantageous in terms of accessibility,
availability, continuity, cost, and quality of care.

PET/CT imaging is a unique service that is not replicated by lower cost technology. The applicant
currently owns and operates the PET, and this project is the relocation and replacement of the existing
service within 1 mile of the current location.

The investigation of shared services and lower cost technology found no alternatives that were more
advantageous in terms of accessibility, availability, continuity, cost, and quality of care. Methodist’s
existing PET service is an integral part of the comprehensive West Cancer program based at Methodist
University Hospital, and is a vital part of the oncology resources in the Memphis Medical Center. In
partnership with physician partners and staff, Methodist evaluated alternatives.

Any provider proposing a new mobile PET unit should demonstrate that it offers or has
established referral agreements with providers that offer as a minimum, cancer treatment
services, including radiation, medical and surgical oncology services.

Not Applicable; the project is a relocation and replacement of existing fixed PET services.

A need likely exists for one additional stationary PET unit in a service area when the combined
average utilization of existing PET service providers is at or above 80% of the total capacity of
2,000 procedures during the most recent twelvemonth period reflected in the provider medical
equipment report maintained by the HSDA. The total capacity per PET unit is based upon the
following formula:

Stationary Units: Eight (8) procedures/day x 250 days/year = 2,000 procedures/year

Not Applicable; the project is a relocation and replacement of existing PET services.

The applicant should provide evidence that the PET unit is safe and effective for its proposed

use.a. The United States Food and Drug Administration (FDA) must certify the proposed PET
unit for clinical use.

See Attachment B:II (E)(E)(4) for FDA certification.

b. The applicant should demonstrate that the proposed PET procedures will be offered in a
physical environment that conforms to applicable federal standards, manufacturer’s
specifications, and licensing agencies’ requirements.
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The architect consulted on this project confirms that the physical environment will conform to
all applicable federal standards, manufacturer’s specifications and licensing agencies’
requirements. See Attachment C: Economic Feasibility (1)(d) for the architect’s letter.

The applicant should demonstrate how emergencies within the PET unit facility will be
managed in conformity with accepted medical practice.

The unit will be on the Methodist University Hospital campus. There are clinical technicians
and emergency personnel on the premises trained in basic life support when the patient is
being scanned. In the event of cardiac or respiratory arrest, trained clinical personnel will
initiate basic life support while the patient is being emergently removed from the scan room,
and then taken to be treated by appropriate physicians and clinicians.

. The applicant should establish protocols that assure that all clinical PET procedures
performed are medically necessary and will not unnecessarily duplicate other services.

There are established standard protocols in place for Methodist Healthcare to ensure all
PET/CT procedures are medically necessary and will not unnecessarily duplicate other
services PET/CT procedures are typically performed to assess the possibility of infection or
malignancy. Methodist has a dedicated team of nurses that precert all PET/CT scans through
the various third party payers. The rigorous precert process ensures medical necessity and
assures that the patient does not receive duplicative procedures. Additionally, all procedures
require a physicians’ order just as all PET/CT scans require a precert. See Attachment 6 (d)
for the System Policy outlining the guidelines for a physician order for all diagnostic services.

The PET unit should be under the medical direction of a licensed physician. The
applicant should provide documentation that attests to the nature and scope of the duties
and responsibilities of the physician medical director. Clinical supervision and
interpretation services must be provided by physicians who are licensed to practice
medicine in the state of Tennessee and are board certified in Nuclear Medicine or
Diagnostic Radiology. Licensure and oversight for the handling of medical isotopes and
radiopharmaceuticals by the Tennessee Board of Pharmacy and/or the Tennessee Board
of Medical Examiners—whichever is appropriate given the setting—is required. Those
qualified physicians that provide interpretation services should have additional
documented experience and training, credentialing, and/or board certification in the
appropriate specialty and in the use and interpretation of PET procedures.

The medical director for the PET/CT operations is Board Certified in Diagnostic Radiology -
General and Nuclear Radiology - Subspecialty. See Attachment 6 (e¢)(1) for Medical
Director’s Curriculum Vitae and Attachment 6 (e)(2) for the documentation of the scope of the
medical director’s duties and responsibilities.

There is and will be a board certified radiologist experienced and trained in PET/CT imaging
procedures to supervise staff and interpret studies. Current credentialed physicians will
provide clinical supervision and interpretation services. All physicians are licensed to practice
medicine in the state of Tennessee, are board certified in Nuclear Medicine or Diagnostic
Radiology, and have appropriate licensure for handling medical isotopes and
radiopharmaceuticals. The interpretation services will be provided by physicians with
additional experience, credentialing, and/or board certification.

All applicants should seek and document emergency transfer agreements with local area
hospitals, as appropriate. An applicant’s arrangements with its physician medical
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director must specify that said physician be an active member of the subject transfer
agreement hospital medical staff,

The need for a transfer agreement is not applicable; the PET unit will be located on the
Methodist University Hospital campus.

There is one medical staff for Methodist Healthcare — Memphis Hospitals, and the medical
director is currently an active member of the medical staff

7. The applicant should provide assurances that it will submit data in a timely fashion as requested
by the HSDA to maintain the HSDA Equipment Registry.

Methodist assures the HSDA that all data requested to maintain the Equipment Registry will be
submitted within the expected time frame.

8. In light of Rule 0720-4-.01 (1), which lists the factors concerning need on which an application
may be evaluated, the HSDA may decide to give special consideration to an applicant:

a. Who is offering the service in a medically underserved area as designated by the United States
Health Resources and Services Administration;

Not Applicable.

b. Who documents that the service area population experiences a prevalence, incidence and/or
mortality from cancer, heart disease, neurological impairment or other clinical conditions
applicable to PET unit services that is substantially higher than the State of Tennessee average;

Not Applicable.

¢.  Who is a “safety net hospital” or a “children’s hospital” as defined by the Bureau of TennCare
Essential Access Hospital payment program and/or is a comprehensive cancer diagnosis and
treatment program as designated by the Tennessee Department of Health and/or the Tennessee
Comprehensive Cancer Control Coalition; or

Not Applicable.

d. Who provides a written commitment of intention to contract with at least one TennCare MCO
and, if providing adult services, to participate in the Medicare program.

Methodist is certified for both Medicare and TennCare/Medicaid and participates in both programs.
Methodist Healthcare-Memphis Hospitals contracts with all three TennCare plans offered in the
service area and with Medicaid in adjoining States. All hospitals including the hospital-based PET
ambulatory services treat TennCare participants under the system’s TennCare contracts.

In comparison to other large counties across the State, Shelby County is the home to a disparate
number of low-income or disabled Tennesseans seeking coverage from the state’s Medicaid program.
Methodist is the largest healthcare providers of TennCare and is committed to these patients as
reflected in the projections for this proposal.

b.  Applications that include a Change of Site for a health care institution, provide a response to
General Criterion and Standards (4)(a-c)

Not applicable. This project is not requesting a change of site.
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2.

4.

Describe the relationship of this project to the applicant facility’s long-range development plans, if any.

Methodist Le Bonheur Healthcare’s mission is to partner with its medical staffs and collaborate with its
patients and families to be the leader in high quality, cost effective healthcare in all sectors of the Greater
Memphis-Shelby County service area. Methodist Healthcare has strategically placed and maintained hospital
and ambulatory facilities in all quadrants of Shelby County as part of that mission, to provide multiple entry
points to acute care for communities of varied social and economic characteristics. Methodist University
Hospital is the system’s tertiary academic medical center located in the center of the service area in downtown
Memphis. The project is a reinvestment in the downtown academic presence with anchoring cancer and
transplant centers of excellence. Methodist aims to leverage the partnership with UTHSC to improve the
health of the overall community and raise the level of medical practice for adults and pediatrics.

The approval and completion of the project is key to the fulfillment of the system’s long-term financial and
strategic commitments to its service area.

Identify the proposed service area and justify the reasonableness of that proposed area. Submit a
county level map including the State of Tennessee clearly marked to reflect the service area. Please
submit the map on 8 1/2” x 11” sheet of white paper marked only with ink detectable by a standard
photocopier (i.e., no highlighters, pencils, etc.).

The project primary service area includes Shelby, Fayette and Tipton counties in Tennessee, DeSoto County in
Mississippi, and Crittenden County in Arkansas. The secondary service area includes Tipton, Fayette,
Lauderdale, Hardeman, Haywood, Dyer, and Madison Counties in Tennessee, Marshall, Tunica, Panola, Tate,
and Coahoma Counties in Mississippi, and St. Francis, Mississippi, Poinsett, Lee, Phillips, and Craighead
Counties in Arkansas. See Attachment Section C: Need (3) for a county level service area map. This service
area is deemed reasonable.

A. Describe the demographics of the population to be served by this proposal.

The primary service area includes Shelby County in Tennessee, Desoto County in Mississippi, and Crittenden
County in Arkansas. The population of the primary service area is projected to approach 1.2 million people
by 2020 which is a growth rate of 2% (over 27,000 people) over the next five years.

The secondary service area includes Tipton, Fayette, Lauderdale, Hardeman, Haywood, Dyer, and Madison
Counties in Tennessee, Marshall, Tunica, Panola, Tate, and Coahoma Counties in Mississippi, and St. Francis,
Mississippi, Poinsett, Lee, Phillips, and Craighead Counties in Arkansas. The population of the service area is
projected to exceed 690,000 people by 2020 which is a growth rate of 0.32% (just over 2,000 people) over the
next five years.

The total service area for this project is projected to exceed 1.8 million people by 2020 with a 2% overall

growth rate. See Tables 6-9 for details of the population demographics. The secondary service area charts are
split by state for readability.
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TABLE 6

PRIMARY SERVICE AREA AND SECONDARY SERVICE AREA TOTALS
2015-2020 POPULATION PROJECTIONS, BY COUNTY

Demographic Variable/ Geographic Area 2::::?;, CD::::; CrCizt:::lyen PSl:rn\lr?:ey SeSc:rl:'(il::y S’zl?vt’ilcle

Area Total | Area Total Area
Total Population-2015 946,637 168,989 48,531 1,164,157 688,259 1,852,416
Total Population-2020 966,405 177,125 47,633 1,191,163 690,456 1,881,619
Total Population-% change 2% 5% 2% 2% 0% 2%
Age 65+ Population-2015 112,613 20,140 5,922 138,675 101,398 240,073
Age 65+ Population-2020 137,447 24,548 6,721 168,716 115,283 283,999
Age 65+ Population-% change 22% 22% 13% 22% 14% 18%
Age 65+ Population-% of Total - 2015 12% 12% 12% 12% 15% 13%
Median Household Income (2015) $46,250 $58,505 $37,751 n/a n/a n/a
TennCare Enrollees 272,076 n/a n/a 272,076 79,252 351,328
TennCare Enrollees- % of Total Pop. (2015) 29% n/a n/a n/a n/a n/a
Persons Below Poverty Level (2015) 196,900 16,561 12,764 226,225 152,264 378,489
Persons Below Poverty Level- % of Total Pop. (2015) 20.8% 9.8% 26.3% 19.4% 22.1% 20.4%
Source: Market Expert — Claritas Data, U.S. Census Bureau Poverty Estimates and TennCare Enrollment Data

TABLE 7
SECONDARY SERVICE AREA IN TENNESSEE
2015-2020 POPULATION PROJECTIONS, BY COUNTY

Demographic Variable/ Geographic Area Ti,{,’;? n Fa%;ltte Lauf:.el;dale H“;;}nan HaTyYIG) od ],)I,yl:r M?I(,i;? on
Total Population-2015 59,918 34,845 29,336 26,770 16,473 36,721 97,990
Total Population-2020 60,955 35,920 29,623 26,072 16,160 37,029 99,834
Total Population-% change 2% 3% 1% -3% -2% 1% 2%
Age 65+ Population-2015 7,993 5,899 4,151 4,324 2,641 6,076 14,574
Age 65+ Population-2020 9,513 6,906 4,744 4,745 2,995 6,934 16,847
Age 65+ Population-% change 19% 17% 14% 10% 13% 14% 16%
Age 65+ Population-% of Total — 2015 13% 17% 14% 16% 16% 17% 15%
Median Household Income (2015) $52,423 | $56,618 | $32,326 | $30,973 | $34,542 | $38,953 | $41,617
TennCare Enrollees 13,992 7,134 8,181 7,370 6,061 11,091 25,423
TennCare Enrollees- % of Total Pop. (2015) 23% 20% 28% 28% 37% 30% 26%
Persons Below Poverty Level (2015) 8,029 4,878 7,627 6,585 3,476 6,536 19,598
Persons Below Poverty Level- % of Total Pop. (2015) 13% 14% 26% 24.6% 21.1% 17.8% 20%

Source: Market Expert — Claritas Data, U.S. Census Bureau Poverty Estimates and TennCare Enrollment Data
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TABLE 8

SECONDARY SERVICE AREA IN MISSISSIPPI
2015-2020 POPULATION PROJECTIONS, BY COUNTY

Demographic Variable/ Geographic Area Maglsg all T‘Ilvlllisca P’;vl;gla 'Il;ztse Co;l;gma
Total Population-2015 40,276 10,649 35,236 28,688 24,428
Total Population-2020 39,873 10,572 35,081 28,258 23,318
Total Population-% change -1% -1% 0% -1% -5%
Age 65+ Population-2015 6,029 1,196 5,109 4,282 3,239
Age 65+ Population-2020 6,891 1,414 5,808 4,843 3,498
Age 65+ Population-% change 14% 18% 14% 13% 8%
Age 65+ Population-% of Total - 2015 15% 11% 14% 15% 13%
Median Household Income (2015) $36,022 $31,446 $35,715 $41,494 $26,407
TennCare Enrollees /a n/a n/a n/a n/a
TennCare Enrollees- % of Total Pop. (2015) n/a n/a /a n/a n/a
Persons Below Poverty Level (2015) 8,941 3,227 8,915 5,307 9,331
Persons Below Poverty Level- % of Total Pop. (2015) 22.2% 30.3% 25.3% 18.5% 38.2%
Source: Market Expert — Claritas Data, U.S. Census Bureau Poverty Estimates and TennCare Enrollment Data
TABLE 9
SECONDARY SERVICE AREA IN ARKANSAS
2015-2020 POPULATION PROJECTIONS, BY COUNTY
Demographic Variable/ Geographic Area st f:;{ cis Mis:sﬁppi Poj:;:e“ ki{' Plkﬂgps Cmf;e ad C:;{ss
Total Population-2015 27,788 43,472 24,401 9,176 20,316 | 104,828 | 16,948
Total Population-2020 26,591 41,672 24,057 8,787 18,967 | 111,005 | 16,682
Total Population-% change -4% -4% -1% -4% “7% 6% -2%
Age 65+ Population-2015 3,846 5,904 4,255 1,511 3,388 14,022 2,959
Age 65+ Population-2020 4,138 6,448 4,685 1,585 3,508 16,559 3,222
Age 65+ Population-% change 8% 9% 10% 5% 4% 18% 9%
Age 65+ Population-% of Total — 2015 14% 14% 17% 16% 17% 13% 17%
Median Household Income (2015) $30,873 $36,428 $32,089 $21’03 $26,737 | $41,393 | $38,085
TennCare Enrollees n/a n/a n/a n/a n/a n/a n/a
TennCare Enrollees- % of Total Pop. (2015) n/a n/a n/a n/a n/a /a n/a
Persons Below Poverty Level (2015) 7,892 10,825 6,857 2,890 6,806 21,595 2,949
Persons Below Poverty Level- % of Total Pop. (2015) | 28.4% 24.9% 28.1% 31.5% 33.5% 20.6% 17.4%

Source: Market Expert — Claritas Data, U.S. Census Bureau Poverty Estimates and TennCare Enrollment Data
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Shelby County represents 81% of the 3-County primary service area, and 51% of the entire service area
shown.

Over the next five years, there will be a dramatic increase in the area of residents aged 65 years and older.
It is particularly significant that during this period, the area population aged 65 years and older--the group
that most needs healthcare--will increase 22% or over 30,000.

- Describe the special needs of the service area population, including health disparities, the
accessibility to consumers, particularly the elderly, women, racial and ethnic minorities, and low-
income groups. Document how the business plans of the facility will take into consideration the
special needs of the service area population.

The special needs of the service area population significantly contribute to the projected volumes and
planning for the project. The business plan takes into consideration the aging of the population, the large
number/disparate mix of TennCare enrollees and the predominance of poor lifestyle throughout the service
area.

Shelby County is one of the least healthy communities in the country, yet, one with significant health
assets, providers and academic partners all well aligned with the MLH mission and vision. As a faith-
based healthcare provider with an obligation to meet the community’s healthcare needs, Methodist
Healthcare views the tremendous needs in the community as opportunities.

As shown above, the population in the service area is projected to age with the baby boom generation with
22% growth in the Methodist service area projected for the next five years. The older age cohorts already
account for 60% of the health care expenditures. Within this age group, chronic illness is prevalent. Such
chronic medical conditions include heart disease, stroke, hypertension, diabetes, and cancer which all
potentially require more intensive use of healthcare resources. Methodist University is well positioned to
treat these community needs, yet has plans with this project to expand and advance these high-end services
to reach more of the community in need.

The population identified by the project’s service area is plagued by a predominance of disease and health

risk factors.

* Tennessee has one of the highest heart disease mortality rates in the United States. Incidence of heart
disease mortality is dramatically higher in the mid-south than in other regions. Death rates from heart
disease (rate per 100,000 35+ 2007-2009 per CDC) in the Methodist service area is higher than state
and national average with Tipton rates at 484.5, Fayette at 458.0 and Shelby at 450.0 as compared to
Tennessee at 422.4 and the Nation at 359.1.

® There are similarly high mortality rates in stroke. Death rates from stroke (rate per 100,000 35+ 2007-
2009 per CDC) in the Methodist service area is higher than state and national average with Tipton rates
at 105.4, Fayette at 101.2 and Shelby even higher at 112.9 as compared to Tennessee at 98.9 and the
Nation at 78.6.

e Based on recent data from the Center for Disease Control and Prevention (based on self-reported
prevalence by State), the South has the highest prevalence of obesity (29.5%), followed by the Midwest
(29.0%), the Northeast (25.3%) and the West (24.3%). Obesity-related conditions include heart
disease, stroke, 2 diabetes and certain types of cancer. From Methodist’s tristate service area,
Mississippi ranks highest in the nation at 34.9%, Arkansas is in the top 10 at 30.9% and Tennessee is no
longer in the top 10 at 29.2%. A dated report entitled “F as in Fat: How Obesity Threatens America’s
Future 2010” rated Tennessee as the 2™ highest state in the country in obesity (under different
methodology. Under these criteria, the Memphis TN-AR-MS Metropolitan Statistical Area had an
obesity rate of 35.8% as compared to the Tennessee rate of 31.7% and National median rate of 27.5%.
These trends will continue with the growing numbers of people who do not get regular physical
activity.
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Shelby County claims the largest population of all 95 Tennessee counties with almost 950,000

residents; with that Shelby County also has the largest TennCare population. The number of enrollees

committed providing healthcare services to these patients as reflected in the projections for this
proposal.

is twice that of any other county in the state; 29% in the county is enrolled in TennCare. Methodist is

5. Describe the existing or certified services, including approved but unimplemented CONs, of similar
institutions in the service area. Include utilization and/or occupancy trends for each of the most recent
three years of data available for this type of project. Be certain to list each institution and its utilization
and/or occupancy individually. Inpatient bed projects must include the following data: admissions or
discharges, patient days, and occupancy. Other projects should use the most appropriate measures, e.g.,

cases, procedures, visits, admissions, etc.

In the project’s Tennessee primary service area, there are eleven adult acute care hospitals (including
Methodist University) with a total of 3,844 licensed beds of which almost 80% were staffed (or 3,042 beds) in
2014. The average daily census for the market in 2014 was 2,704 (or 70% occupancy). There were 125,256

inpatient discharges and 716,500 inpatient days during this period.

ADULT GENERAL HOSPITALS
TENNESSEE PRIMARY TN SERVICE AREA
UTILIZATION OF BEDS, 2012-2014

Methodist Germantown Methodist S outh Methodist North Methodist University

2012 2013 2014 2012 2013 2014 2012 2013 2014 2012 2013 2014
Total Beds 309 309 309 156 156 156 246 246 246 617 617 617
Staffed Beds 309 309 309 144 144 143 207 224 222 416 416 428
Discharges 16,080 | 17,217 | 17,813 6,954 6,814 6,354 10,971 | 11,127 | 10,803 | 18,230 | 17,159 | 17,862
Pat. Days 73,419 | 77,483 | 78,586 | 29,938 | 29,324 | 24,700 | 62,286 | 61,923 | 57,517 | 120,042 | 117,668 | 114,319
ADC 276 292 297 | 13 111 93 | 234 234 217 | 451 444 431
Occupancy 89.3% | 94.6% | 96.0% 72.1% 709% | 59.7% | 952% | 95.0% | 882% | 73.1% | 72.0% | 69.9%

Baptist Memphis Baptist Women's Baptist Collierville Regional One

2012 2013 2014 2012 2013 2014 2012 2013 2014 2012 2013 2014
Total Beds 706 706 706 140 140 140 81 81 81 631 631 631
Staffed Beds 573 545 547 140 140 140 81 81 81 294 303 309
Discharges 25,440 | 24,509 | 24,737 6,806 6,219 6,098 2,451 2,202 2,372 12,928 | 12,709 | 12,392
Pat. Days 170,707 | 163,128 | 155,576 | 27,052 | 25,016 | 24,154 9,655 8,474 9,352 90,277 | 91,539 | 87,930
ADC 642 616 587 102 94 91 36 32 35 339 345 332
Occupancy 90.9% 872% | 83.2% 726% | 674% | 651% | 44.8% | 39.5% | 43.6% | 53.8% | 54.7% | 52.6%

St. Francis Park St. Francis Bartlett Delta Total TN PSA

2012 2013 2014 2012 2013 2014 2012 2013 2014 2012 2013 2014
Total Beds 519 519 519 196 196 196 243 243 243 3,844 3,844 3,844
Staffed Beds 500 494 494 196 196 196 170 173 173 3,030 3,025 3,042
Discharges 14,295 | 15,492 | 15,982 6,430 6,728 6,383 3,965 3,836 4,460 | 124,559 | 124,012 | 125,256
Pat. Days 85,557 | 87,370 | 88,021 | 33,137 | 31,786 | 31,118 L 33,171 | 38,869 | 45,227 | 735,241 | 732,580 | 716,500
ADC 322 330 332 _.75 120 117 125 147 171 J.'_2,764 2,764 2,704
Occupancy 62.0% 63.5% | 64.0% | 63.6% | 61.2% | 59.9% | 513% | 604% | 702% | 71.9% | 71.9% | 70.3%
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6. Provide applicable utilization and/or occupancy statistics for your institution for each of the past three
(3) years and the projected annual utilization for each of the two (2) years following completion of the
project. Additionally, provide the details regarding the methodology used to project utilization. The
methodology must include detailed calculations or documentation from referral sources, and
identification of all assumptions.

Methodist University Hospital
Actual and Projected Adjusted Patient Days

2013 - 2020
Projected | Projected
Actual Actual Actual Year1 Year 2
2013 2014 2015 2019 2020

Adjust Patient Days 209,280 203,524 213,748 223,139 223,110
Annual Change Rate -2.75% 5.02% 4.40%* 0.00%
*Change Rate between 2015 and 2019 shows the four year change which equals a very conservative 1.1%
year over year growth.

Methodology Assumptions:

¢ This is a replacement project so projections are conservative following normal course of business and
budgeted utilization.

o Adjusted patient days are projected for historical and projected financial statements. Adjusted Patient
Days are calculated based on the ratio of gross outpatient revenue to inpatient revenue per inpatient day.
The result, which represents the number of patient days attributable to outpatient services, is added to the

number of inpatient days.
(Gross Outpatient Revenue / (Gross Inpatient Revenue / Inpatient Days)) = Outpatient Days
Outpatient Days + Inpatient Days = Adjusted Patient Days

o Historical adjusted patient days are calculated based on gross inpatient and outpatient revenue and actual
patient days per our historical financial statements.

e Projected adjusted patient day are calculated based on the project’s projected gross inpatient and
outpatient revenue and projected patient days. Patient days are assumed to increase five percent from
2015 to 2019 and 2020 patient days remaining flat. An annual four percent rate increase is assumed for
gross inpatient and outpatient revenues.

e See table below for in patient days chart for historical and projected.
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Methodist University Hospital
Actual and Projected Adjusted Patient Days by Inpatient Bed Type

2013-2020
Yrl Yr2
Actual Actual Actual  Projected Projected
2013 2014 2015 2019 2020
Total Beds 617 617 617 617 617
Patient Days ** 117,668 114,319 | 123,048 | 127,988 127,547
ADC 3224 313.2 337.1 350.7 3494
Occupancy 52.2% 50.8% 54.6% 56.8% 56.5%
23 Hour Observation Days 7,290 10,497 8,725 9,259 9,303
ADC 20.0 28.8 23.9 254 254
Occupancy 3.2% 4.6% 3.9% 4.1% 4.1%

Adj Total Pat Days w/ 23 Hr Obs | 124,958 124,816 | 131,773 | 137,247 136,850

Adj Total ADC w/ 23 Hr Obs 342.4 341.0 361.0 376.0 374.9

Adj Total Occupancy w/ 23 Hr Obs 55.5% 55.4% 58.5% 60.9% 60.6%

Medical/Surgical Beds 511 511 511 483 483

Patient Days 86,325 83,077 91,508 93,633 93,289
ADC 236.5 227.6 250.7 256.5 254.9
Occupancy 46.3% 44.5% 49.1% 53.1% 52.8%
23 Hour Observation Days 7,290 10,497 8,725 9,259 9,303
ADC 20.0 28.8 23.9 25.4 254

Occupancy 3.9% 5.6% 4.7% 5.3% 5.3%

Adj M/S Pat Days w/ 23 Hr Obs 93,615 93,574 100,233 102,892 102,592

Adj M/S ADC w/ 23 Hr Obs 256.5 255.7 274.6 281.9 281.1

Adj M/S Occupancy w/ 23 Hr Obs 50.2% 50.2% 53.7% 58.4% 58.0%

Critical Care Beds 72 72 72 100 100
Patient Days 22,212 22,797 23,570 26,329 26,232
ADC 60.9 62.5 64.6 72.1 71.7
Occupancy 84.5% 86.7% 89.7% 72.1% 71.7%
Psych Beds 34 34 34 34 34
Patient Days 9,131 8,445 7,970 8,026 8,026
ADC 25.0 23.1 21.8 22.0 21.9
Occupancy 73.6% 68.0% 64.2% 64.7% 64.5%
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ECONOMIC FEASIBILITY

1. Provide the cost of the project by completing the Project Costs Chart on the following page. Justify the
cost of the project.

All projects should have a project cost of at least $3,000 on Line F. (Minimum CON Filing
Fee). CON filing fee should be calculated from Line D. (See Application Instructions for
Filing Fee)

The CON filing fee calculated from Line D of the Project Costs Chart is $45,000; therefore a
check for this amount accompanies the application.

The cost of any lease should be based on fair market value or the total amount of the lease
payments over the initial term of the lease, whichever is greater.

Not Applicable.

The cost for fixed and moveable equipment includes, but is not necessarily limited to,
maintenance agreements covering the expected useful life of the equipment; federal, state,
and local taxes and other government assessments; and installation charges, excluding
capital expenditures for physical plant renovation or in-wall shielding, which should be
included under construction costs or incorporated in a facility lease.

Equipment Type Equipment Maintenance Total Cost

(4 years)
iMRI $ 3,959,767 $ 705,180 $ 4,664,947
Linear Accelerator $ 2,636,000 $ 760,581 $ 3,396,581
Hybrid Operating Room $ 1,972,443 $ 375300 $2,347,743

For projects that include new construction, modification, and/or renovation; documentation
must be provided from a contractor and/or architect that support the estimated construction
costs

A letter from the architect follows as Attachment C: Economic Feasibility (1)(d).
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PROJECT COSTS CHART

Construction and equipment acquired by purchase:

1. Architectural and Engineering Fees $ 11,200,000

Legal, Administrative (Excluding CON Filing Fee),

Consultant Fees 10,000
3. Acquisition of Site -
4, Preparation of Site 6,750,000
5. Construction Costs 172,150,000
6. Contingency Fund 18,245,000
e Fixed Equipment (Not included in Construction Contract) -
8. Moveable Equipment (List all equipment over $50,000) 50,900,000
9. Other (Specify) Technology and Soft Costs 20,700,000
Acquisition by gift, donation, or lease:
1. Facility (inclusive of building and land)
2. Building only
3. Land only
4. Equipment (Specify)
5. Other (Specify)
Financing Costs and Fees:
1 Interim Financing
2 Underwriting Costs
3. Reserve for One Year’s Debt Service
4 Other (Specify)
Estimated Project Cost
(A+B+C) 275,955,000
CON Filing Fee 45,000
Total Estimated Project Cost
(D+E) TOTAL § 280,000,000
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2. Identify the funding sources for this project.

Please check the applicable item(s) below and briefly summarize how the project will be financed.
(Documentation for the type of funding MUST be inserted at the end of the application, in the correct
alpha/numeric order and identified as Attachment C, Economic Feasibility-2.)

A. Commercial loan—Letter from lending institution or guarantor stating favorable initial contact,
proposed loan amount, expected interest rates, anticipated term of the loan, and any restrictions

or conditions;

B. Tax-exempt bonds—Copy of preliminary resolution or a letter from the issuing authority stating

favorable initial contact and a conditional agreement from an underwriter or investment banker
to proceed with the issuance;

C. General obligation bonds—Copy of resolution from issuing authority or minutes from the
appropriate meeting.

D. Grants—Notification of intent form for grant application or notice of grant award; or

X | E. Cash Reserves—Appropriate documentation from Chief Financial Officer.

F. Other—Identify and document funding from all other sources.

Methodist Healthcare is prepared to fund the project cost with cash reserves. See the attached letter
from the Chief Financial Officer. Attachment C: Economic Feasibility (2)

3. Discuss and document the reasonableness of the proposed project costs. If applicable, compare the cost
per square foot of construction to similar projects recently approved by the Health Services and
Development Agency.

Total construction costs excluding site prep and construction contingency are $172,150,000 (or $366 PSF)
with new construction costs of $166,692,019 (or $396 PSF) and renovation costs of $5,457,981 (or $111
PSF).

The costs of the project are higher than average due to the scope of the project yet reasonable as compared
to similar renovations done throughout Methodist Healthcare over the last few years and on recently
approved CON’s.

TABLE 2
COST PER SQUARE FOOT COMPARISON WITH APPROVED PROJECTS

Date Cost per
CON Name Filed | Square Foot
Methodist South Hospital Mar-15 $ 209
Renovate and Expand Emergency Department
Methodist Memphis Hospital Nov-13 $ 145
Establish West Cancer Center
Le Bonheur Children’s Hospital Nov-13 $ 152
Establish Pediatric Outpatient Center
Campbell Clinic Aug-12 $ 244
Surgery Center Construction & Renovation
The Regional Medical Center — The Med Aug-12 $ 225
Hospital Construction & Renovation
Baptist Memorial Women’s Hospital Dec-12 $ 238
ED Construction & Renovation
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Total construction costs are also higher when compared to the HSDA construction costs ranges.
Renovation costs for the project are at the first quartile, yet new construction costs are above the third
quartile. Please note that three years of escalation are costs built into the construction estimates given the
project timeline which equate to roughly $50 PSF. Other factors that increase the costs projections for
this project are:

¢ the new patient tower spans an active road

e the new patient tower will connect to existing facilities at several locations

* the site is not a greenfield site yet is an onsite modernization project in a busy campus
See the cost per square foot comparisons below.

TABLE 3
HOSPITAL CONSTRUCTION COST PER SQUARE FOOT
YEARS: 2012-2014

Renovated New Total
Construction Construction Construction
1st Quartile $110.98/sq ft $224.09/sq ft $156.78/sq ft
Median $192.46/sq ft $259.66/sq ft $227.88/sq ft
3rd Quartile $297.82/sq ft $296.52/sq ft $298.66/sq ft

Source: CON approved applications for years 2012 through 2014

4. Complete Historical and Projected Data Charts on the following two pages--Do not modify the Charts
provided or_ submit Chart substitutions! Historical Data Chart represents revenue and expense
information for the last three (3) years for which complete data is available for the institution. Projected
Data Chart requests information for the two (2) years following the completion of this proposal.
Projected Data Chart should reflect revenue and expense projections for the Proposal Only (i.e., if the
application is for additional beds, include anticipated revenue from the proposed beds only, not from all
beds in the facility).

Following this page are the Historic Data Chart for Methodist Le Bonheur Healthcare, and a Projected Data
Chart for Methodist University Hospital.

S. Please identify the project’s average gross charge, average deduction from operating revenue, and
average net charge.

The average gross charge and deduction amounts shown as a percent of adjusted patient days are below for
2019, the first year of operations.

Average Gross Charge $ 10,316
Average Deduction 7,842
Average Net Charge $ 2,474
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HISTORICAL DATA CHART
Methodist L.eBonheur Healthcare

Give information for the last three (3) years for which complete data are available for the facility or
January (Month).

agency. The fiscal year begins in

A. Utilization Data (Specify unit of measure)
Adjusted Patient Days

B. Revenue from Services to Patients

1. Inpatient Services

2. Outpatient Services
3. Emergency Services
4

Other Operating Revenue (Attachment C:
Historical Chart)

Gross Operating Revenue

C. Deductions from Gross Operating Revenue

1. Contractual Adjustments
2.  Provision for Charity Care
3. Provisions for Bad Debt
Total Deductions
NET OPERATING REVENUE
Operating Expenses

1. Salaries and Wages
Physician’s Salaries and Wages
Supplies
Taxes
Depreciation
Rent
Interest, other than Capital
a) Fees to Affiliates
b) Fees to Non-Affiliates
9. Other Expenses (Attachment C: Historical Chart)

2 SIn OV [ £ K 1D

Management Fees

Total Operating Expenses
E. Other Revenue (Expenses) — Net
NET OPERATING INCOME (LOSS)
ks Capital Expenditures
1. Retirement of Principal
2. Interest

Total Capital Expenditures
NET OPERATING INCOME (LOSS)
LESS CAPITAL EXPENDITURES

Year 2013 Year 2014 Year 2015
719,580 741,515 760,677
(in thousands)

$ 2,699,155 $ 2754329 $ 2,999,684
2,476,668 2,826,784 2,970,661
313,851 366,834 378,666
77,123 100,345 136,301

$ 5566797 $ 6048292 $ 6485312
$ 3485935 § 3848401 § 4,103,811
348,997 377,105 361,519
154,172 155,627 163,510

$ 398,104 $ 4381133 $ 4,628,840
$ 1,577,693 1,667,159 1,856,472
$ 575773 $ 596,539  $ 659,660
41,322 66,862 51,219
335,111 340,428 384,238

1,715 2,179 2,224
89,112 102,845 106,017

15,494 17,432 17,211
3,329 3,852 3,784

4,461 4,570 4,389
433,434 449,956 492,005

$ 1,499,751 1,584,663 1,720,747
$§ 255431 (54,069) $ 34,163
$ 333373 28,427 169,888
$ - $ - $ -
25,874 26,798 25,489

$ 25874 § 26,798 § 25,489
$ 307,499 1,629 144,399

|S==—=1
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PROJECTED DATA CHART
Methodist Healthcare-University Hospital

Give information for the two (2) years following the completion of this proposal. The fiscal year
begins in January  (Month).

Year 2019 Year 2020

A. Utilization Data (Adjusted Patient Days) 223,139 223,110
B. Revenue from Services to Patients (in thousands)
1. Inpatient Services $ 1,281,950 $ 1,343,456
2. Outpatient Services 879,220 928,057
3.  Emergency Services 80,328 85,041
4.  Other Operating Revenue (Attachment C:
Projected Chart) 60,428 61,247

Gross Operating Revenue $§ 2,301,926 $ 2,417,801
C. Deductions from Gross Operating Revenue

1. Contractual Adjustments $ 1,521,388 $ 1,610,084

2.  Provision for Charity Care 187,826 195,555

3. Provisions for Bad Debt 40,749 42,409

Total Deductions $ 1,749,963 $ 1,848,048

NET OPERATING REVENUE $ 551,963 569,752
D.  Operating Expenses

1. Salaries and Wages $ 151,728 $ 154,935

2. Physician’s Salaries and Wages 3,741 3,819

3.  Supplies 180,175 187,499

4, Taxes 96 96

5. Depreciation 43,441 43,099

6. Rent - -

7. Interest, other than Capital - -

8. Management Fees a.) Fees to Affiliates . 1,009 1,029

a.) Fees to Non-Affiliates - -

8.  Other Expenses (Attachment C: Projected Chart) 186,007 191,576

Total Operating Expenses $ 566,197 $ 582,052

E.  Other Revenue (Expenses) -- Net $ 6,395 $ 6,681

NET OPERATING INCOME (LOSS) $ (7,839) $ (5,618)

F.  Capital Expenditures
1. Retirement of Principal - -

2. Interest 1,724 1,644
Total Capital Expenditures $ 1,724 S 1,644

NET OPERATING INCOME (LOSS)
LESS CAPITAL EXPENDITURES $ !9,563! $ 57,262!
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6. A. Please provide the current and proposed charge schedules for the proposal. Discuss any adjustment
to current charges that will result from the implementation of the proposal. Additionally, describe the
anticipated revenue from the proposed project and the impact on existing patient charges.

There will be no change to the existing room and bed charge structure as a result of this project, yet there will
be normal unrelated rate increases over the next several years. See the current charges below.

Charge/Procedure Current Rate
‘ROOM AND BED

MED-SURG PRIVATE R&B $ 1,399
PYSCH PRIVATE R&B $ 1,147
PYSCH SEMI-PRIVATE R&B $ 1,117
ICU/CCU R&B $ 2,492
CVICU -R&B $ 2,933

B. Compare the proposed charges to those of similar facilities in the service area/adjoining service
areas, or to proposed charges of projected recently approved by the Health Services and
Development Agency. If applicable, compare the proposed charges of the project to the current
Medicare allowable fee schedule by common procedure terminology (CPT) code(s).

Based upon the review, the proposed charges are reasonable and comparable to other facilities in the
service area. There will be no impact to the charge structure due to this project. The table below shows
the comparison of charges based on data from the Federal Fiscal yearend 2014 American Hospital
Directory (AHD) for area hospitals.

METHODIST SERVICE AREA
CHARGE COMPARISON

Hacility Average Gross Charge Average Payment
Methodist University $44,043 $12,695
Baptist Memorial Mempbhis $53,589 $12,363
St. Francis Memphis $77,778 $11,444
St. Francis Bartlett $63,320 $9,313
Regional One $101,286 $30,685
Source: American Hospital Directory - Medicare IPPS claims data are for federal fiscal year
ending 09/30/2014 — Inpatient Utilization Statistics

7. Discuss how projected utilization rates will be sufficient to maintain cost-effectiveness.

The proposed project will improve operational efficiency on the Methodist University campus. Methodist Le
Bonheur Healthcare will remain financially viable.

The most successful healthcare organizations must not only deliver high-quality care, but also do so with
minimum waste. Cost controls are increasingly part of the quality conversation in healthcare, and the
systematic identification and elimination of waste while maintaining or improving quality is imperative for
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future success. Methodist Le Bonheur Healthcare remains committed to providing Sus,tainabljf’ hlgl}- ?lahty
care. To do so going forward, we are compelled to focus on enhancing the entire experience ol care 10
patients, while managing the costs of delivering that care.

Discuss how financial viability will be ensured within two years; and demonstrate the availability of
sufficient cash flow until financial viability is achieved.

All cash is held at the corporate level, see the attached Methodist Le Bonheur He.althcare December 2015 i
Balance Sheet (Attachment C: Economic Feasibility (10)) for the financial viability of the health SySte.mﬁw
projections in this application show the system will remain viable although there' are mod_erat_e los§e$ in o
first years of operation as a result of additional depreciation. Methodist University Hospital is an integral p
of Methodist Healthcare-Memphis Hospitals with 617 of the total 1,583 licensed I?eds. As the.systﬁfn 8 Pebie
flagship academic medical center, this investment is essential for long term viability and sustainability o

campus and system.

Discuss the project’s participation in state and federal revenue programs including a descnp‘tlutl,ll 't)tft the
extent to which Medicare, TennCare/Medicaid, and medically indigent patients will be sexved by te
project. In addition, report the estimated dollar amount of revenue and percentage of total prohjec
revenue anticipated from each of TennCare, Medicare, or other state and federal sources for the
proposal’s first year of operation.

Methodist University Hospital currently serves the Medicare, TennCare, and medically indigent populations.
The estimated payer mix for 2019, the first full year of operation, is shown below.

Payor | Revenue % of Total
(In Thousands) Revenue
Medicare $1,109,105 49%
TennCare/Medicaid $311280|  14%]
Self-Pay $231,762 10%
Commercial/Other $ 589,352 26%
Total $2,241,498 100%

. Provide copies of the balance sheet and inco me statement from the most rece_nt reporm.:g pelil_odbolf thFeor
institution and the most recent audited fimza mcial statements with accompanying notes, if applicable.

new projects, provide financial informatiox=a for the corporation, partncrshlp., or Prmclpal partlels pa
involved with the project. Copies must be i mserted at the end of the application, in the correct alp
numeric order and labeled as Attachment €, Economic Feasibility-10.

l ‘ t recent
Audited financials and cash are held at the <=orporate level, therefore, please see the attached mos =
tatement for the perio

audited financials for Methodist Healthcare - Also, a balance sheet and income s et O
ending December 31, 2015 for Methodist T < Bonheur Healthcare are included. See Attachment U
Economic Feasibility (10).

. Describe all alternatives to this project vwin i ch were considered and discuss the advantages and
disadvantages of each alternative includi x= g but not limited to:

a. A discussion regarding the availabi B & ty of less costly, more effective, and/or more eﬂ'iclentf =
alternative methods of providing tine= benefits intended by the propostal- It flevelopment 0 ¢ s:vh
alternatives is not practicable, the = g—aplicant should justify why not; including reasons as o why
they were rejected.
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b. The applicant should document that consideration has been given to alternatives to new
construction, e.g., modernization or sharing arrangements. It should be documented that superior
alternatives have been implemented to the maximum extent practicable.

Response to a. and b. above:

Methodist Healthcare evaluated the health care services, community benefits, and cost effectiveness of
construction alternatives during the planning of the project. One option was to renovate existing patient
care floors and support areas. The age and condition of the existing hospital buildings are not optimal
for in-place renovations. As previously mentioned in the application, the outdated buildings present
renovation challenges with the spacing and the floor-to-ceiling heights for twenty-first century
healthcare and technology.

DIAGRAM 5§
METHODIST UNIVERSITY HOSPITAL
COLOR CODED BUILDING CONDITION ASSESSMENT RESULTS

Additionally, Methodist University’s presence in high priority programs requires improving adjacencies
and addressing inadequate and inefficient space and equipment, both on the inpatient and outpatient side.
This alternative could not solve those problems with existing buildings. The campus plan assessment
reveals the most viable option is to renovate and modemize the facility as proposed in this application.
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CONTRIBUTION TO THE ORDERLY DEVELOPMENT OF HEALTH CARE

1. List all existing health care providers (e.g., hospitals, nursing homes, home care organizations, etc.),
managed care organizations, alliances, and/or networks with which the applicant currently has or plans
to have contractual and/or working relationships, e.g., transfer agreements, contractual agreements for
health services.

Methodist Healthcare has working relationships with the following physician groups:

The West Clinic

UT Medical Group, Inc.

UT Le Bonheur Pediatric Specialists

Campbell Clinic Orthopaedics

Pediatric Anesthesiologists PA

Pediatric Emergency Specialists PC

Semmes-Murphey Neurologic and Spine Institute

Methodist Primary and Specialty Care Groups (See Attachment A:4 for Organizational Chart)

The Methodist Healthcare-Memphis Hospitals’ license includes five hospitals:
¢ Methodist Healthcare-University Hospital

Methodist Healthcare-South Hospital

Methodist Healthcare-North Hospital

Methodist Healthcare-Le Bonheur Germantown Hospital

Le Bonheur Children's Hospital

Additionally, Methodist Healthcare owns and operates Methodist Alliance Services, a comprehensive home
care company, and a wide array of other ambulatory services such as minor medical and urgent care centers,
outpatient diagnostic centers and ambulatory surgery centers.

Methodist Healthcare is part of the University Medical Center Alliance which also includes the University of
Tennessee and the Memphis Regional Medical Center (The Med). The goal of this council is to support the
quality of care, patient safety and efficiency across all three institutions.

There are also agreements with the Mid-South Tissue Bank, the Mid-South Transplant Foundation, and
PhyAmerica.

A list of managed care contracts is attached in Attachment C: Orderly Development (1).

2. Describe the positive and/or negative effects of the proposal on the health care system. Please be sure to
discuss any instances of duplication or competition arising from your proposal including a description of
the effect the proposal will have on the utilization rates of existing providers in the service area of the
project.

The proposed project will have a positive impact on the Shelby County health care community. The project
does not propose to increase the applicant’s market share. The project is for renovation and modernization to
the campus to improve patient flow, efficiencies, and patient satisfaction.

3. Provide the current and/or anticipated staffing pattern for all employees providing patient care for the
project. This can be reported using FTEs for these positions. Additionally, please compare the clinical
staff salaries in the proposal to prevailing wage patterns in the service area as published by the
Tennessee Department of Labor & Workforce Development and/or other documented sources.

The project will not require the addition of FTEs. There will be no change in staffing patterns.
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4. Discuss the availability of and accessibility to human resources required by the proposal, including
adequate professional staff, as per the Department of Health, the Department of Mental Health and
Developmental Disabilities, and/or the Division of Mental Retardation Services licensing requirements.

The project will not require the addition of FTEs. There will be no change in staffing patterns.

5. Verify that the applicant has reviewed and understands all licensing certification as required by the
State of Tennessee for medical/clinical staff. These include, without limitation, regulations concerning
physician supervision, credentialing, admission privileges, quality assurance policies and programs,
utilization review policies and programs, record keeping, and staff education.

The applicant so verifies. Methodist University Hospital reviewed and meets all the State requirements for
physician supervision, credentialing, admission privileges, and quality assurance policies and programs,
utilization review policies and programs, record keeping and staff education.

6. Discuss your health care institution’s participation in the training of students in the areas of medicine,
nursing, social work, etc. (e.g., internships, residencies, etc.).

Methodist Healthcare has clinical affiliation agreements with muitiple colleges including over twenty for
nursing, thirty for rehabilitation service professionals (physical therapy, speech therapy, and audiology), three
for pharmacy, and almost twenty for other allied health professionals including paramedics, laboratory,
respiratory therapy, radiation therapy technicians. There are approximately 1400 students annually
participating in these programs.

Methodist participates very heavily in the training of students from various medical disciplines. Since
relationships exist with most of the schools in Memphis, most of the students have also been trained
academically in this region. The three primary disciplines that participate in the training of students at
Methodist are medicine, nursing and psychosocial services.

In the area of medicine, there are many different specialties represented in the interns and residents who train
at Methodist — there are more than twenty different specialties. Likewise, since there are several nursing
schools in the area, Methodist is very active in the training of future nurses. These nurses come from several
types of programs, which include Bachelor’s Degrees, Associate Degrees, Licensed Practical Nurse programs
and Diploma programs. Methodist participates in training of students from the following schools:

Methodist Healthcare University of Tennessee
University of Memphis Northwest Mississippi Jr. College
Baptist Health System Regional Medical Center
Southwest Tennessee Community College Tennessee Centers of Technology

7. (a) Please verify, as applicable, that the applicant has reviewed and understands the

licensure requirements of the Department of Health, the Department of Mental Health and
Developmental Disabilities, the Division of Mental Retardation Services, and/or any applicable
Medicare requirements.

Methodist University Hospital has reviewed these, and meets all applicable requirements of the
Department of Health. Other departments are not involved with this facility.

(b) Provide the name of the entity from which the applicant has received or will receive licensure,
certification, and/or accreditation.
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10.

Licensure:

The general hospital license held by Methodist Healthcare-Memphis Hospitals d/b/a Methodist
University Hospital is from the Tennessee Department of Health, Board for Licensing Health Care
Facilities.

Accreditation:

The accreditation agency for Methodist University Hospital is the Joint Commission on Accreditation
of Healthcare Organizations (JCAHO), from whom the hospital has full accreditation.

(¢c) If am existing institution, please describe the current standing with any licensing, certifying, or
accrediting agency. Provide a copy of the current license of the facility.

Methodist University Hospital is in good standing with the Department of Health, the Healthcare Facility
Licensing Board, and JCAHO. (See Attachment C: Orderly Development (7)(c))

(d) For existing licensed providers, document that all deficiencies (if any) cited in the last licensure
certification and inspection have been addressed through an approved plan of correction. Please
include a copy of the most recent licensure/certification inspection with an approved plan of
correction.

Documentation regarding deficiencies and approved plan of correction in our licensure is attached. See
Attachment C: Orderly Development (7)(d)(1) and C: Orderly Development (7)(d)(2).

Document and explain any final orders or judgments entered in any state or country by a licensing
agency or court against professional licenses held by the applicant or any entities or persons with more
than a 5% ownership interest in the applicant. Such information is to be provided for licenses
regardless of whether such license is currently held.

None

Identify and explain any final civil or criminal judgments for fraud or theft against any person or entity
with more than a 5% ownership interest in the project.

None

If the proposal is approved, please discuss whether the applicant will provide the Tennessee Health
Services and Development Agency and/or the reviewing agency information concerning the number of
patients treated, the number and type of procedures performed, and other data as required.

Should this application be approved, Methodist University Hospital will provide the Tennessee Health
Services and Development Agency and/or the reviewing agency information concerning the number of patients
treated, the number and type of procedures performed, and other data as required.

PROOF OF PUBLICATION

Attach the full page of the newspaper in which the notice of intent appeared with the mast and dateline
intact or submit a publication affidavit from the newspaper as proof of the publication of the letter of intent.

The full page of the Commercial Appeal newspaper in which the Notice of Intent appeared is attached as
Attachment C: Proof of Publication.
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DEVELOPMENT SCHEDULE

Tennessee Code Annotated § 68-11-1609(c) provides that a Certificate of Need is valid for a period not to
exceed three (3) years (for hospital projects) or two (2) years (for all other projects) from the date of its
issuance and after such time shall expire; provided, that the Agency may, in granting the Certificate of
Need, allow longer periods of validity for Certificates of Need for good cause shown. Subsequent to granting
the Certificate of Need, the Agency may extend a Certificate of Need for a period upon application and good
cause shown, accompanied by a non-refundable reasonable filing fee, as prescribed by rule. A Certificate of
Need which has been extended shall expire at the end of the extended time period. The decision whether to
grant such an extension is within the sole discretion of the Agency, and is not subject to review,
reconsideration, or appeal.

1.

Please complete the Project Completion Forecast Chart on the next page. If the project will be
completed in multiple phases, please identify the anticipated completion date for each phase.

See the Project Completion Forecast Chart on the following page. The applicant anticipates that the project
will be fully completed by November 2019 which is beyond the standard time allowed, i.e. three years from
the date of receiving the CON. There will be three phases of this project. The first includes the new
construction of the patient tower and ambulatory building. This phase is proposed to be complete by
December 2018 with the newly constructed beds and services in operation January 2019. The further
renovation of the existing buildings will not be complete until May 2019 and the demolition will not be
complete until November 2019.

If the response to the preceding question indicates that the applicant does not anticipate completing the
project within the period of validity as defined in the preceding paragraph, please state below any request
for an extended schedule and document the “good cause” for such an extension.

As noted above the construction of the new patient tower and ambulatory building as well as the renovations of
existing buildings is scheduled to be complete by May 2019 which would fall within the three year timeframe,
yet the demolition and final phases will continue through the end of the year.

The extended schedule is in part due to the following:
¢ The new patient tower spans an active road
» The new patient tower will connect to existing facilities at several locations

e The site is not a greenfield site yet is an onsite modernization project in a busy campus
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PROJECT COMPLETION FORECAST CHART

Enter the Agency projected Initial Decision date, as published in T.C.A. § 68 -11-1609(c):  June 2016

Assuming the CON approval becomes the final agency action on that date; indicate the number of days from the

above agency decision date to each phase of the completion forecast.

Anticipated Date
Phase DAYS (MONTH/YEAR)
REQUIRED
1. Architectural and engineering contract signed - June 2016
2. Construction documents approved by the Tennessee
Department of Health 180 November 2016
3. Construction contract signed 180 November 2016
4. Building permit secured 180 November 2016
5. Site preparation completed 210 December 2016
6. Building construction commenced 210 December 2016
7. Construction 40% complete 470 September 2017
8. Construction 80% complete 810 August 2018
9. Construction 100% complete (approved for occupancy) New 930 December 2018
Renov 1080 May 2019
Demo 1260 November 2019
10. *Issuance of license New 960 January 2019
11. *Initiation of service New 960 January 2019
12.  Final Architectural Certification of Payment 1320 January 2020
13. Final Project Report Form (HF0055) 1350 February 2020

* For projects that do NOT involve construction or renovation: Please complete items

*

10 and 11 only.

Note: If litigation occurs, the completion forecast will be adjusted at the time of the final
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ARTICLES OF AMRNDNENY 70 THN cxaxtan
: NETRODIST WOSPITALS OF MENVRIS
; _ g o Pl R T
. Pursuapt to the provisions of Baction 48-60-101 et, ﬁe,c!’.'"é_'.i{‘:
5 the Tenneases Nonprofic Corporation. Ast, the underzigned
b corporation adopts the following Articles’ of Amandment to ite,;
Charter: ; '
1. Tha name of the corporation iy
Methodist Hospitals of Memphils
2.  The amendment. adopted is:
," a . | The nems of the corporation : i# _='im.roby changed Exrom
voRl I Mothodist Hoapitala of Memphis £6 Methodist Healthcarsm -
5, Memphis Hospitals. - .- v By 4 '

i O © 3. 7Tha Amendment waa duly adopred .b%li-dlmll‘? 1S, 1998 by the

o Board of Directors of Mathodiet Health Systems, Inc., a
Tamnesses nonprofit corporation, &eting as the Mambers of
Methodist Hospitalas of Memphiv, - ,

_4:  Thia amsndwent ghall be effective Febrisry 1, 139, .

IR~
£l Ta e

§, Additional .aippi.;o\rl-l.rn;': this. cha; e amendment was not
' reguired. T e g

. DATED this _ ZA% day of
Tannessss. . v "

| BXGWED 3Y,

. 1972 at Mamphis,

W, Steven West E .
.0 ;- General Counsel/Assistaut Secratary ~ - . -

P IV CORPORATEY CRARAMY b . MO
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HE 7348

Pursuant to the provisions of § &8~1-304 of the Tennszsee
Genaral Corporation Act, Methodist Hospitals of Nemphis adopts

A

the following restated charter:
PERT I
1. The pame of the Corpurarion iss
METEODIST HOSPITALS OF MEMNPHIS
2. The duratifon of the Corporation fa perpetual.

3. The address of the principil effice wf the Corparatfon
Ln the State of Tennkssee shall be 1265 Unioa Avenue, Memphis,

ghalby County, Tenneazges.
4. The Coxporation is not €or profit.

5. The purposes for which the Corporation iz organized

ATDE

a, To respand to the love of God by continuihg the

miniatry of hemlfng in the apirit of Jesus Christ.

bs This Corporation is ocgenized and shall de opersied
exclusively €or charitable, scientiffc, lirerary, retigious
aid educatiohal pUCPESAs) no pert of the net earnlngs of
the Corporation shall inure to the benefit of any indivi-
dusl: no gubstantial part of the actévities shall be the
Carkying on of prépiganda, or othecwise atkempting ko
influance lagislatlén;y and the Carperation shall nob pag-
ticipats in, or intsivene in {including thcgbuhiiahing ot
d1st¥ibution of statements) any pelitical campeign on
bahalf of any candidate fot public offics,
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vaepm oEE Dt

FHLER: - L c o WE Vs
¢atrasn i sPyiiTo eatablish, purchase, own, operate, suppori, lesse,

E‘;S N8 Eﬁ-’Z‘W“ gondict or maimtain ene of more hospitals,
institutions, nursing hidnes, convalesgent sentels, anby-
Lance serviges ar other facilitiem .and services For thé
cara and treatunent of the Injured, sick, Sizeased,
digabled, affljcted, aped and inflpn; And o support. the
busineas, activities and programs of and to mid, assist
and confer benefits ppon Nethodist Health Systems, Inoe, a
Tennesses not for profit eorporatien which is an exempt
organization desgribed in Sections 501[c)t3} and 170{ci(2}
&t the Internsl Revenus Coda of 1554, as amended, or any
of fts affiliated crganipatlons, all within or outzide the

state of Tetnesnee.

d. To provide, operste. support; cenduct or promohe any
edusationgl, ecientific of ressarch activities related to

health cars.

¢. To establish, join, cwoperate or engage in juint
vantures, assoclabions; grouhs or cooperatives with othar
hospitals, health care pfoviders, Individuals, acrporstions,
or amy other entity, ineluding, but not limlted vo,
Methcdist Realth Systems, Inc. or any of irs atfiliated
srganizations, ta advance st promote the genersl health of
comminities within or cutside the State of Tannesses or to
advance or promcke the eEficient delivery of health cara

wicthin or puteids the State af Tennesspe.

£. 7T¢ make loans, grants, awagds. prizes and schelarships;
to stare ltes gervices, eguipwent. and property with others:
ta assist and caoparace with othér hodpltals and others:
and to angage in any otheb activitiew designed to advance
or promota the sf€iclent delivery of health care, or to
ndvance or promote the general hedlth of commurities witkin

or outsida ths State of Tenpsacsa.

-3~

[
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Tas

house, sell and deal in ‘any products, goods. equipment.op
other property for use by this obrporation or' otherg in the
rendering of health care or' to promote ot @dvaice the
general health of commuritiss within or cutside the State

of Tennessea,

R+ To engage in any activities which are appropriate to
BALTY out and Fulfill any ar skl of the foregeing PUIPOSHS,
including, witheut }ipitation, for such putposes; the making
of peyments, loans, distributions and guaranties, the pooling
of credit, assumption of joint ahd several obifgations and
the sharing of funds, assatzs and proceeds of £inancing

with Methodist Kealtk SyYstems., Inc., a Tennessee nok for

profitr cerporaticn, or any of ite affiliacad organizations.

1. 'To have and exsrcise ail the powsrs as are permitted by

tha Tennessed General Corporation Act.

J+ Yoewithetanding any other provision of rhage articleg,
this Corparation shall not carry on any activity not per-
mittad to be carried on by [a) @ corporation exempt fram
Federal Income Tax un@er Sectionm 501{¢){3) of tha Internal
Bavenus Code of 1954 or Ehe carresponding provisions of amy
future United Statsa Intarnal Revenue Lavw or (b) a cac=
poratisn, contriviutfons to which are deductible under
ection 170(c) (2} of ‘the Internal Revenuo Code of 1854 o
or the corresponding provision of ®ry fubure United States

Internal Revenue Law.

6. This Corporation shall hive as. its members those per-

sang who are from time to tima che members of the Board af

Directors of Wethodist Healih Systems, Inc., a Tanntsses fot

for profit carpordation, or any successor thareto; which fa sn

- -
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IFIPTNEY BN SSIE

exempt organization described in Sections S0L{ci{3} and .
gst&;ﬁﬂ&%“!ﬂ}qf the -'[‘nt'-.er.mi favenua Code of 1954, as :amandaﬂ-".“s 7448
1055 J-§8 R 207

7. The governing budy of this Eorporation shall be & Board

of Directors whe shall wanage Lts. husiness and. affairs: The

diractors shall be of legal age and nesd mot ba residents of

the State of Tenneasae. The numbaer of dirégtore aid thefr

cerus of offies gnall be Eixed and detéchined by the: bv-laws;

except that, chers skall not ba iess vhan thies directors. The

directars shall be ¢lectsd by the nembers and may be rémoyed by

the menbars at any time, with ot without caues,

8: A mejority of the directors then :in office shall

constitute a guorum at any meeting of the dirvectors.

B. The charter snd lLiy-laws of this Corpotitjon may be sltered,
anended or repealed by the membérs subject to priar written
approval of methodist Health Systems, Inc. and such approval may

be sxecuted by any presidant or vice preaident thareatf.

16. This Corporation may be merged, consolidated or dis-

solved oinly by action of thy members.

11. Any action vreduired or germitted to be taken at &
wmesting ef tha Board of Dpirdcters or any Board Comzittea may be
taken without 2 meeting i€ gonaent in writing, settipg Iorth
the action g6 taken, 19 signed by all of the members of the

Board of Directors or Board Committes a=s tha czme Hey be,

12, In the event of dissoluticn, the cesidpal sesets of
this Corporation shall be turnef over to Matlicdimt Bealth
Systems, Inc., & Tenneamse not for profilb ce¥poratiou, or any
other crganizatlon or organizations which: sre "resericted
afilliates” [as herefnaftsr defined); provided, hovevar, no

part of che resigual assets of the Co¥poration shall Be turoned

~ 4 -

B T — —
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? any euch organization. unless such organization {s

sti ‘f‘i?#rﬂai B _ 1!;5 Va48

=

ltself an exempt organization dexcribed in Seckions 501({e}({3)
B N T8 B il =

and 170(c}(2) of the Intecnal Revenire Code of 19%4, ss.amiended

tor corresponsing seckione of jany prior or futuke Inkernal

Revenue Codel. If nelther Wethodiet Baalth Systems, Inc. nor

any. sUEh restriated affil;ane is suﬂh Afy @xempt o:glni:ation,

Eben kfie rasiduml assete of the Corpozatisn: shall b& turned

ovar to one or more other organizations whioh at that time gre

organizitions described in Section 50L{e)(3) s 1T0{c)(2) amq ?
in exempt from Federal ificome taxes under Baction 50i{a) ana {2
not a “private foundstinn® within the meaning of seation 509(a) i
of the Interpal Ravenue Code of 1954, as amended lox sorresponding B
Bectioné af any prier or futtrs Intecnal Revenue Cadel, or to any

fedaral, sbata or 1bcal govrernment for exclusively public puE-

Pazes. As used herein, “restrigked affilinte* ghall have tha

mexning of such term as utilized in any Baster truat ingdenture

or other similar Einancing agreement to which the Gorporation

or Retrhodlat Heslen Bysfema, Inc, i8 a party: and which im in

effect 2zt the eime of dissoluticn, :
BART I3I

1. The dSate rhe originql Charter was £lleg by the

Becretary of State was August i, 192z, ;

2, The amendeqd and Reateted Charter restates the taxt of
the Charter, as previouely amended, and further amends Ehe

charter as apecitied below, and was duly adopted at a meating

of the member on Ju¥e 12, 1985:

{2} Paragraphs 5{k)s 5, Sted, S{h}, By 7o By ¥, o
and 11 of thie Chazter, s Praviously amended, have been
dedated in theirc entirety, With the Eoregaing Pavagraphs
51b), Ste), ste), (b}, 6, 7, B, 2, 10 and 11, yespeactively,

being. substiturea thetefor,

{b} The foregulng paragraph 12 has been added o the Charter.

-] g
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We vga8

%fomomg restated charter wes adopted at a meeting of

s”b-‘""”l;éleéﬁ ‘e 1D . 1oBS.

The foregoing restited charker iz to be effective whén thase
articles of amendment are.filed by the Secratary of State of
Tannessad.

DATED ‘thin JFH aGay of Jowe. - M9#5.

SETHODIST HOSPITALS OF MEMPHIS

WET448

STATE TAX
‘REGISTER'S §FEE

RESORDINS F”ﬁ@?
Jull dorPh'B

ﬂ‘h! [ m!ﬁil

Jd«-:‘fgﬂbg

nEisTER

IR:6/15/05:IBM/ D151

©

Us,
-2
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_TILED-
SEEREFa vy np ATATE

B2 823 [ 135 }ugq_a_‘_ulzuv
& .

‘Borsuant to the provisions of Rection 48-303 of the Tennesses
Gunmzal C‘atp;:aﬂdn Aot T T P cupnnmmmm
e folloving Articles of Anandiest to its Charvers
L. The neme of the Corpozatics e
'METEODISY HOSPITALS or weMpErs

2. The dmendwent adopeed igy Paragrapbs (s), &y, 1a),

10} and 21) of the Arricies of Amsudvant to the Chatver Fitga
with the Secestary of State, State of Yemnesmes o Qotober 7, 1‘95;.
Are deletad anst the 2o1lowing ace substituted charefor: -

COrporation .

8) e goveratiy bosy of suie Corparation shal: ba
a Boazd o2 Bivectnrs vbulhl.‘l.'.mn its busines apa -
TATS.  The Birsctors hall be of Lagey age and newd
Mot ba residents of tna #h::. e"r-m-m._.. The number of

datermined by the By-lawu; except that, there hall not be
lass than three (3} Dizeceayy, The Direcrsre sgall e
elocted by the membec.

19 By-laws of tnig Corparseion. dhaLl be adopeed,
wispded or repmated- By the member,
(L6} Tmis Corporation Ruy be dissoivad. or ity Chartpy
Emandmd ealy hy Actise of the manbher, »
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illlu A mjority of ths Di:m.m.-a then in o!ﬁm sluﬁ =
ﬁiﬁﬂ_—%{ﬁ;—n B any peeting of the bme'::r_:l.
lz-“ﬂzamfss-l G296 Q120¢C

3~ Yhis Aosndmant wae dily nauptoa eh b masting of tha
mebers of Juas 23, 19832, =

4. The r.'sor,eédi.-uq ‘Amendnent. L5 o be'et-:ui::;{ve when
thesa Articles of Amendment. are filad by tha Secratary of Séats,
State of Tenunesses,.

Jupe 23, 198X,

5
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R ﬂ..l"‘T i m 5‘03

| &8 B8
MEPHGDYST BOGPLEAL :

tnder the apthority of Sestion 48<304 of the. Tebnesaee
Ganeral Cosporatlon Act, Methedist Hospltal amends irs

tharier as follaws:

11l of the provimionm uf the charter are hareby deleted

and the following substituted thafsfor:

{2} The nare of the cofporatlon is Hethodist Bospitals
of Menphis.

{2) The duration of the éorpavption iz perpatual,

{1) The addresas of the pripeipal offlce nf the onr-
poration in the Stete of Tennessdé shall Da 1285 Umfon

Avenue, Menphle, Shélby County, Tennaxcas.
[4)Y The corpcretion is not for profit.

{5) The purposes for Whith the corporatien &m or-

ganized ate:

&. . To réspond o the love of God by comtinuing
tha miniat=y of healing fn tha spirit of desus
Chrise.,

b, This corporation ia organized and shall ba
operated sxclugively for charitable, sclentific,
Literary. feligioue apd efducationsl purposesy ne
pax: of the earnings shall foure to the Lonefir of
la.ny, individual; no eubstenziel part: of the astivi-
tiss shall carry on propogands, or stharwime attemp:
to influenca lagislation, auf tha corporstlon shall

not participate ia, or intervene in (including tha
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St Lﬂ'**Fiiﬁ%%bp‘ﬂ =15 dlatribug_im of Bt ki

¢.  To esrablish, DVR; operite, EUpPOFE, . léase,
manage, ‘contluce snddnz - maifitain one &7 more hospis
tals, fnatityeions, homed, andfor:other facilities
within and/or outgide the State of Pennegsaee for
the ciare and treatmint of the injured, sick;

diseasad, disabled, afflictéd, sged and Inficm.

4, %o provide, operxte, support, conduct and/or
promocs dny edusavlonzl, scientific and/or ‘cesearch

activities Telated ©g health cate,

e. To establish, join, cooperate and/or engige in
Joint véntires, aesociatione. groups andyor

copperatives with other hogpitals, healtd care puow

r'
I
B |
{

viders, individnals, sorporaticne. ar any other
entity to advance ot prowote Ehe meneral nealklh of
compunicies wltkin and ciitside the Ssate of
Tennessge, of te advance or promote bhe efficient

delivery of health care,

f. Tu make lo=ng; grants, swards, prizes ang
aahelarships; to share Lta seiviees, equipment aad
property with others; to assist and eooperats with
other hogpitelp and othera: and to eéngage in eny
other sctivities designad to advance 6 promoea the
afficient delivery of hemlth care, or to advinge or
promate the genezal hazlth of comeanitiea within

and cutaide the Stute of Tennesses.

g9« To manufacture, fxbricate, assembilw, Jdigcri=
bute, warehouse, sell and desl in any products,
geoda, eguipment 4% other pruperty for ume by this

corgorakion apd/dér othéts Lk thé rendering of

v 2=
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sich ..|.,Eggﬂt#'-clre B ta proficke Or advance the genaral
3L

a
B 037 '-"W!’WOE‘- Mﬁhlﬂeﬂwﬁhfl gni Dugniue truP Stage

of Tennasgee.

h. To ehgége in any activities which ate
appropriste to carry oif and fulfill aay o all of

the foregoing purposas. :

1: o have and exercise all of the povers as ave

permittead by the Tesnegeer Genmral CwEporation Act,

Jo  Mowwitheranding any ether provigion of thesae
articles, this corporation sShell net casry om any
activity oot permitted to be carried an by (a) a
coTporation exempt from Federal Fncome Tax under
gefuion 501{c){3) of the Intexnal Ravanuo. Code &f
1854 or the correspanding provision of any futwce
beited Btates Intetnal Revenue Law or (b) 2 cors
poration, capeributions te which are deduatible

under Sectioe LM0{c}([2) of the Intevnal Revenue

Cade df 1984 of any other ootrresponding provision

af any futvrs United statés Internal RNevenue Law.

{6} Tnls corporation {m Eo have membsrs who snall be
2ailed Trustecs., The Memphis, FNorth Missiszippl, and North
Arkansas hnnoal Conferindes of the United methodist Church
each shall elwet alx rm_:':*.:eeq, Eour of whom ahall be lay
persons And two of vhem Shall bs ordained United Methodist
rinisters. The by-laws af Mazhodist fogpizals §f hempnis
ahall provida for: the lengrh oF the term of Trustess and for
che Lilling of any ve;z:_i.n:i.es; A Prustee mpy be remocved From
afflce fOr &ny ceason Dy the Atnual Conferénce bhat siected

the Trusktee.

{77 I the event of dissplution, the tesidual agaexs of
the cygarization vill be turmEd ovar to one &% BGTe CPgani-
zatlona which ‘themselves are éxsmpt as organizations

deacribed in Sections SOILE)IT) gnd LT0{e)(3) of the

- %
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FILED i
Intertidl BehieTi®Pe of 1964 or corregponding wections of
any BREET ov Mke@iinternad Chalbode dodd, or0a0iB & 9
Padaraly Btate; or lazal’governmedt for eX€lulive public

PULROEeS:

g0 &85

i The ja%#di;rid; bSdy of this. corporation shall be a
Board of ‘Directors whir Shall mankge ite businéss sng
affdizs. The directors shell be of legal age and need: ot
be kemidentz of the State of Tennessee. The nomber of
ditesthrs snd the tq;,m of their ofiice shall be Ziged and
determined by the. hy-Yawd:; ercép: that, thare shall nor. be
leds then three Giractora. The Trustees shall slact the

Airpgtare.

(3 By-lawe of this corporatidn shall beé adopted,
amendsd or veptaled by the Board of Trustees by such vote ag

may b thersin specified.

{16} Trhis torporafizm may be digaslved or its Charter

amended anly by adtion OF the Truptess.

({17 A malority of the Tristess shzll soustitute
& quorum at any meeting of the Trustees. & majoristy of
the Dizecters then in oZfice ahall comstitute a Quorum at

ery masting of the birectors, .

3. The amendment wes duly adépeed by the unsninoss

WoitEen Consent: of the members on _;L.ﬂg,.- 8; (2% i,

4.  The amendment ig to be effettive wheén thass.

artigles of apendient are £ijed by the Sacretary of State,

Stazte of Tennessée,

bsted S.calba Sy 231981

NETHQPIST HOSPITAL

e ——— A
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TBETATE O0F TEEHESSEER

CEARTER OF IECORPORATION g

TEE GHARTER OF INCOHFOMATION OF THE
METRODIST HOSPITAL

BRI WHOM, Thet L.M.STRATTON, JUBN N, SEERARD, L. B. E8YES, okl
T. X, HIDDICK, and J. R, FEPPLR, and their suooessors, chossen undayr the _
usepes and regulatious of the Wemphis , Werth Arkansas and North Missisxippd ¢ 3-‘

Goriferences of the Methuodisl Eplscopal Chureh, South, by Whidh they are o
appointed, snd holding offices & the pleasure of said Confersnces of said '
Chureh, ape horeby somstituted & body politioc end corporste by the pame mnd
Btyle of “MEYHODIST BOSPITAL" for the purpoee of orginising; smmatrusting,
squipping snd operating » hospital in the ity of Memphis, Tenneaszes, under
anspioss and sontrol of the Memphis, North Avkapsua snd Rorth Miaslsaippl
Confervaoan @f the Methodiet Eplacvpal Church, South; seid gorperation to
have the right to recsivs st f{ta hespital for medied) and surgion) trestmmt
and advice, persoms sufforing from physical and wental eilmimts, disssses und
dizerders; sud ney keep, boerd mnd lodge the sema, for which it sbell bave the
right to charge ressommabls compepsation. It shell also have the right 4o
eatahlish & plinic and n department for originel researsh, and in gensrel to
etnduct, astabliah, drganize and equip eny wnd 81l Yrenohes and depertments
of n firet oluse , modern hospital. Sald corperation shall be zeneged and tta
Effeirs atonduotsd snd powers exercised by & Hoard of Trustees, the inoorpare=
ators conatituting the firkt Board of Trustees, who es soon a3 oonvenlent
aftar this Cherter is granted, shall mest in the City of Memphis snd organise
by asccuptanes of the Charter and the adeptien of byelaws and the elagtlen off
such officers es ahell be presoribed by sald by-lsws. The Bonrd of Trustees
shall conaist of elghtesn (18) mewbers to be alected anmurlly by tha thres
omferences above nased, snch of =&id cinferences Lo sleot monuslly wix of
peld trustess, thres of whom shall be laymen, two pdnieters of the goapal,
and oné & woman, Vesanoies In the Bompd of Trustess.shell be filled at the
next ensuiag vession of the Conferenos in whose represenimbion such vacanoy
ooours, aad each. of said sonlerences ahall bewe the power to remgve for oauss
any membey of ssid board 2o chosen sz the representetive of sajd conferemos,
aftor gliving said trustes un opportunity to be heard in his owm de'fmse.

gald oanferenpos moy deaiginate & commities or agensy end invest 1t with
powsr to £ill veacancies for and on tts behalf in the interim of the sezsiona
of said comferencss. Hepid Poard of Trustses shall have the powsr to elect

& Board of Menagers of the suid Hospibel end %o adopt all byelews, rules axd
regulationa for the edministration of the gaid Hespltal 23 mey be cecessary
for the propar oonduct of its sffuira,

o The seid corporation, and the hospital 8¢ established, shall be
subjeot fo the visitorial powers of the ssid pinnual Genferenéss of the
Methodist Episcepal Churah, Sopth.

dnd %o thess pnds, said corporation may purshase, own or lemse
land for eorporate purpuses , borrow monsy when nacessary for the csrrying
on of the business ol the corporation; =ell end waks title o eny renl estate
or ether property omaed by the sorporation; empley sll necssaary agenta for
the transsction of the business of the eorporetlaon; ko selicit, oolleet, and
rooaive sobseriptions in momey and ctherwise, legacies or devises to ba uand

|
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in 238 of formarding any and all of tho purpoass of the corparstion;
o AT A BB by (L R T S PR RS iy ety
the laws of the land,

fhn general powera of safd porporetion shall bo %o suw and de
supd by the corporote name; to heve and to use w common sewl, whioh It may

elter at pleasure; if it has no common seel, then the signaturs of mny duly author

jved affiosr shall be legel and binding. To purohase &ad held or receive by
glrs, devise, or hegusest, in addition o the persouel property owned by the
porporation, real sabate necessary for the transmotion of the gorporate
business, and ales Lo purchass and accept any resl astate in paywent or perd
paymnt of any debt dus the corpiration and to sell the same: to sstahiish
by-luws epd mode all rules end reguletiemg not inconwistent with the laws mnd
cemetibution of the Btete, and &f the Unitsd States of America, and not
sontrary to the cemstitubion and Tiles und vegulations of the sald Mewphls,
Worth Kizsissippl sand North Arlmnsns Goxferences of the Methodist Episoopsl
Church, South, deemsd expedient for the managemsnt of the corporate affeirs
end to appeint such subordinate offiosrs, in eddition to President and
Beeratary, not chosen by the governing body of said Memphis, North Mimeisatpps
and North Arimnses Qonfeprenses of the Methodist Episccpal Churah, Sooth; se
the budiness of the sorporation mey require, and 85 we ars not farhidden by
the rules and reguletions of suid Memphis, North Wiesisaippi and North
Arkansas Conferdnoma of Uhe Methodist Epizcopal Church, South, to desigaate
the offjisers and fix thoe compensatiom of the officér.

The general welfare of society, ot individue) profit, is
the object for which this sherter is granted, mod hence thie wmenbers wre not
stockhalders in the legel pense of the term, and no dividends or profits
ghall be ivided among the menders.

WE, the unisrsligned, spply to the State of Tennesses, hy
virtue of the lewy of the land, for a Charter of Iosorporation for the puy-
pose mnd with the powera, etc., daclered in the foregoinp inptrument.

WITHESS our hands, the 3let day of July, 1922.

(Bigned} John H, Bwerapd
L, #. Btratton
7, K. Biddlek L
1e fl. Eates

STATE O 'YMHE?SEE
ERELBY COONTY

Porseonally appeaved defors ne, R, €, Bvrehl, Deputy Qlerk
of the County Court of said County, L, ¥, Retes, the within nemed
petitioner with whom I am parsonully eeguninted and who molmowledged thet
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he éxeputed the within instrusment {or tha purposes therelin ponkainsd.
Witness my hend st offioce, -i:hi: Slst day of Juty, A.D. 1922,

(Bigred) B. 0. 8trehl, Deputy Glerk.

STATH CF IENHESSES

SHELBY COMNTY

Paraopelly appeared befora ms, n. ‘T, Skrenl, Depity Clerk of the
County Qourt off Shelby Gounty aforesaid, ‘L. B. Bokes; luhurlbin; ‘witnmga to the
within Chartesr of [uoorporatiom, whe baing first sworn, deposes end. seys thet he
iv esguminted with John H. Shererd, J. R, Pepper, L. #. Strattom, T. K. Riddisk,
the inoprporatorn sad that hey acknowledged the sams In his presemne, to Be
their apt end desd wpom the day it beir dete.

Fitness sy hend, ot offics, thin 3lat day of July, 1522,

{(5ignad) ¥. 0. Strehl, Deputy Clerk

e L
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AR (o DL

A3 0352&53?'
Secretary of State EPHONE CONT 741-8488
Division of Business Seryices ARTER/SUALYEICATION DATE: 03/01/1822
‘312 Eighth Avenne Nort - ' j
6th Fioor, William R. Snodgrass Tower

Washville, Tennessee 37243

EH'HIS
CERTIFICATE OF EXISTENCE
, RILEY § DARNELL, mrmm-'swsorm STATE_ nrm DO HEEEBYOEM‘IFY'I‘IMT

-----------------------------------------------------------------------------

nmanzsr Hmm mnxs HOBPITALS®
15 A CORPORATION. BULY ING BRATED GNDER TRE LAW OF THIS STATE WITH DATE OF
HER g,ms STATE WHICH APFECT THE

T REQUIRED HAS ‘BEEN FILED

£

Nkt RcE Rave nor Been FiLen
"" W REGUEST FOR CERTIFICATE " T N DATE: 08720704
- RECEIVED: $55- 00 $0. 00
iTH0 g HEOETIGARE -CORPORATE. MENPKIS TOTAL PAYHENT RECEIVED: $20.00
'!gﬁx ™ 381040000 ; %ﬁ m uﬂ?gﬂm

RFLEY'C. DARNELL
SECRETARY OF STATE

-—
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A: 4 Ownership-
Legal Entity and Organization Chart
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METHODIST HEALTHCARE — MEMPHIS HOSPITALS
OWNERSHIP STRUCTURE ORGANIZATIONAL CHART
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List of Methodist Health Care Facilities

Methodist Healthcare owns or has financial interest in the following health care facilities:

1. Methodist Healthcare — Memphis Hospitals hospital license — 100%, includes the
following:

Methodist Healthcare University Hospital — 100%

Methodist Healthcare South Hospital — 100%

Methodist Healthcare North Hospital — 100%

Methodist Healthcare Le Bonheur Germantown Hospital — 100%
Le Bonheur Children’s Hospital — 100%

Methodist Extended Care Hospital, Inc. — 100%
Le Bonheur Center for Children and Parents — 100%
Alliance Health Services, Inc. — 100%

Mid-South Radiation Oncology, LLC d/b/a Methodist Germantown Radiation Oncology
Center — 100%

North Surgery Center, L.P. — 62.5% Gen. Par

Methodist Surgery Center Germantown, L.P. - 55% Gen. Par.
Midtown Surgery Center, L.P. — 32% Lim. Par.

. Urology Ambulatory Surgery Center, LLC — 30%

10.Le Bonheur East Surgery Center, L.P. — 35% Gen. Par.

11.Blood and Marrow Transplant Center of the Mid-South, LLC — 30%
12.HealthSouth Rehabilitation Hospital, L.P. — 30% Limited Par.
13.HealthSouth Rehabilitation Hospital North —30% Limited Par.

14. Hamilton Eye Institute Surgery Center, L.P. - 33.3%

o~ oD

© ® N o
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A: 6 Site Control
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This insirument prepared by and rfelum o] MAXIMUM PRINCTPAL INDERTEDNESS FOR

James B, MicLaren, Jr. 'I'ENN'BSSEE RECORDDWG TAX PURPOSES IS
Adums end Reese LLP . $0. Same indebtedness as indebtedness of the

80 Monroc Avenue, Suite 700 Health, Educetional and Housing Facility Board of
Memphis, TN-38103-2647 the County of Shelby, Tenngssee.

NOTICE PURSUANT TO SECTION 47-28-104 OF TENNESSERE CODE
ANNOTATED:

This Deed of Trust is Jor “commereial purposes” and seevres futiare advances which may be*obligatory
udvances” as defined in. § 47-2!-1!11{.}{6) of Tennessze Clode Asniotated, The priotity of all advances made
under this Deed of Trust relates baek to the time of the initial recording of this Deed of Trust and the lien of
all-such foture ndvmuu dsprior and superior to ibe len-of any encumbrance or conveyanes arisiog or
recorded anhsequtm te the recording of this Deed of Trust, This imstrument covers property which is or may
become so affixed fo Morignged Praperty as to brcome flxtures and aiso constitutes s fixtore filing, timber to
be cul filing and minersts filing under § 47-9-401 and § 47-9-402 of Tennessee Code Annotaied.

SECOND AMENDMENT TO
_ _ TENNESSEE DEED OF TRUST
WITH SECURITY AGREEMENT, AND LEASEHOQLD DEED OF TRUST,
ASSIGNMENT OF LEASES/RENTS, FIXTURE FILING
AND FINANCIAL STATEMENT

THIS SECOND AMENDMENT TO DEED OF TRUST WITH SECURITY AGREEMENT, AND
LLEASEHOLD DEED OF TRUST, ASSIGNMENT OF LEASES/RENT'S, FIXTURE FILING AND FINANCIAL
STATEMENT, ("Second Amendmept") is executed s of the dey of June, 2008, by METHODIST
HEALTHCARE — MEMPHIS HOSPITALS, n Tennessee non-profit carporation, whase mailing. address is 1271
Union Avenue, $uite 600, Memphis, Tenncssee 38104, Paty of the First Part (the “Grantor™), snd DEUTSCHE
BANK NATIONAL TRUST COMPANY (successor frstee (o IPMORGAN TRUST COMPANY, NATIONAL
ASSOCIATION) with offices at 6820 Crumpler Blvd., Suite 100, Olive Branch, Mississippi 38634, Attention:
Dennis G‘]lnsp:c, as trusiee under the Master Indentive referred o' herein, party of the sceond part {together with its
successors in such trust, the “Bepeficiary” or “Mester Trustee”),

RECITALS:

WHEREAS, the Grantor has previously executed o certain Deed of Trust dated April 17, 2002, and
recorded in the Register's Office of Shelby County, Teanessee as' Instrument No, §2067341 ss amended by
Amendment to Tenniessee Deed of Trusk, with Security Agreement | -and Leasehold Deed of Trust, Assignment of
Leases/Rents, Fixture Filing: and Financing Statement daied September 15, 2004 and recorded as Instrument No.
04205238 In said Register's Office (as so amended, thie “Deyd of Trust”),

WHEREAS, the Deed of Trust secores repayment of certain oblipations of Grantor issued pursuant {0 that
certain Amended a.nd Restated Muster: Trust Indentore dated ‘as of April 1, 2002 betwsen Grantor, Methodiss —
LeHBonheur Healthearo and Master Trusteg, as.smended from lime (o time {85 so amended, the “Master Indenture™)
in the current principal amount of $549,600,000.

WHEREAS, the Grantor ‘and Maester Trostee wish to include certain property owned by Grantor in:fee
simpleor-leasehold in the Mortgaged Property (as defined in the Deed of Trust).

 WHEREAS, Section 6.1-of the Deed of Trust provides that Grantor may, with the-consent of the Master
Trugtee, enter into such amendmenis s it may deetn necessary or desirable..

WHEREAS, thie Grantor-and Master Trustes desire to antend-the Deed of Trust as provided hercir.
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'NOW, THEREFORE, for good and valuable consideration, the receipt and sufficiency of which is: hereby
acknowledged, the parties agree that the Deed of Trust shall be amended as follows:

1. Subsition of Exhibits, The exhibit marked Exhibit A stiachied (o the Deed of Trust (the “Former
Exhibit A"} shall be deleted, and Exhibit A attached huuo(me “Rs i -A") shall be substinited in its place.
All references to the term *Exchibit A in the Deed of Trust shall mesn and refer to the Revised Exhibit A.

2. References to Morigaged Property. All references 1o the term "Mortgaged Property” 68 sel forth
in the Deed of Trust shall mexn and refer (o the real estate sitisted and being it Shelby County, Tennessee, as more
particularly described in Revised Exhibiv A, sttached hercto.

3. Continuation of lien priority. The. Deed of Trust and it liets priority:shall continue in full force
and effect unmodified except as otherwise provided hergin.

4. Miscellaneous, MNothing in this Second Amendment is to be construed to constituta 'a novation of

the pravisions, terms and conditions of the Deed of Trust, All of the provisions, terms and conditions sei forth in the -
Deed of Trust not specifically amended hereby ave to remain in full force and effect as if this Second Amendment.

had not in fact been executed. To the extent a conflict atises between the terms and condilions of this Second
Amendment with the tezms md conditions of the Deed of Trust, the terms mnd conditions of this Second
Amendment and of the Deed of Teust are to be construed in & light most favorable to resolving any such sonflict, To
the extent any such conflict can not be resolved, the terms and conditions of this Améndment are to control.

Isignature pages follow}
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[signanire page to;Second Asmendmant to Texmessee Deed of TRist]

- IN WITNESS WHERBOF, tiic patties have executed (or caused fo'tie executed) this:Agresmant, as of th
diuy and year fxstabove writlan,

3B8E34-1

GRANTOR:

METHODIST HEALTHCARE — MEMPHIS HOSPITALS,
a Tenmessee nomprofit corporation

By: % M ”

b Exadice Viee Prsidest CEO

MASTER TRUSTEE:

DEUTSCHE BANK NATIONAL TRUST COMPANY/ as
Mnster Trustee

By:

Tis:
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|signatuire page 40 Second Amendment o Tennessee Deed.of Trist]
IN WITNESS WHEREOGF, the partics bave caccutes (or caused to be executcd) this. Agreeinent; as of the
day and year (st abova wrinen. ' a

GRANTOR:

METHODIST HEALTHCARE — MEMPHIS HOSPITALS;
a Tennesser nonprofit corperation

By:

Tie:.

MASTER TYRUSTEE:

DEUTSCHE BANK NATIONAL TRUST COMPANY, as
Master Trustée

Its: Vice President

388834:1 3.
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STATE OF TENNESSEE
COUNTY OF SHELBY
Be , the undersigned, s Notary Public ‘in snd for said State and County, persoxally appeared
' gaA/, with whom T am personally acqnainted {or proved to me on the basis of satisfactory
ewdu:n:::), and: who, upon oath, acknowledged him/herself to be FVUP. {corporare office held) of
Mothodist Healthcare — Memphis Hospitals, the within named. bargainur, & ¢orporation, sad that $Mhe as such
_ _EJIB,_EEL_. exccuted fhe forgoing instrument for the purposs fhercin contained, by signing thc name
of the torpotation by him/heyself as - EVF, CEG

WITNESS my haind, st office, s o dayof Soue, ﬁi’ms-.

&,‘.ﬁ\mmﬁnw Nuta:y Public.

\pﬂ’ 79.9
M)" Comnnssion Eﬁpifﬂi: 5 r-" STATE ""-"ﬁ"-
£ OF %
%*_., TFEIN;‘ESSEE ing
STATE OF . 2 5 Nommy =
COUNTY OF — EAC . S .--:é.* 3

Before me, the undersigned, & Notary Pub! : Ohd Statc and County, personslly appeared

, with whom 1 am personally acquns | (or proved fo me on the basis of satisfactory

-evidence), and who, upun oath, acknowledged hivivherself (o be (corporate office hold) of
Deutsche Bank National Tiust, Cotapany, the within named bargaino, 8 banking corporation, and that s/he ag such
~, executed the foregoing imstrument for the purpose therein contained, by signing. the. narmse

of the corporation by him/herself as

WITNESS ruy hand, at office, this day of June, 2008.

Notary Public

My Commission Expires:

38E834:1 -q-
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STATE OF TENNESSEE
COUNTY OF SHELBY

Before me, the undorsigniod, 2 Notary Public in and for seid State and County, perspnally -appeared
, with whom [ am personally acquainted {or proved fo e on. the basis of satisfactory
evidence), and who, upcn onth, acknowlsdged him/herself to be | {composate offive beld) of
Methodist Healthcare - Menplus Hospitals, the within named bargainor, a corporarion, and that s/be as such
, executed the foregoing instrument for the putpose therein contained, by signing the name
ofthe ¢orporation’by hir/herself 2z

WETNESS my hand, at office; this dey of June, 2008.

-

Notary Public

My Commmission Expives:

STATE OF MISSISSIPP1
COUNTY OF DESOTG

Bcfore me, the vndersignesd, 2 Notary Pablic in and for said State and County, personally appesred Desnis
D. Gillespie, with whom | am persenally scquainted (or proved to me on'the basis of satisfactory cvidence), and
who, upon oath, acknowledged himferselfl fo be Vice President of Deutsche Bank National Trust Company, the
within named baigainor, a banking corporation, and that s/he 95 such Vice President, executed the foregoing
tnstrument for the purpose therein contained, by signing the nume of the corporation by hinwherself as Vice
Fresidemt,

WITNESS my hand, st office, this Y= day of hine, 2008,

My Conmussmn Expm

3RABI4.1 i
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EXHIBIT A
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LEGAL DESCRIPTION
PARCEL !

Being ull of the Methodist Hospitals of Memphis property as recorded in listrument Numbes FE-
7134 {exeérpting dedicated right-of-way per Plat Book 236, Page 34), and the Methodist Hospitals
of Mernphis property iis recorded in Instrument Number DR-7376 and the Methodist Healthcare
Memphis Hospltals property as recorded in Iristroment Nuraber 0402533 st the Shelby County
Repister’s Office, City of Memphis, State of Tennessee, being more particularly described by
metes and bounds as follows:

Commencing at the centetline intersection of Poplar Avenue (106" right of way) with
Germantown Boulevard (80° right of way); thence along the centerline.of said Poplar Averiue,
South 60 degrees 15 minutes 00 seconds East a distance of 529.69" to & point; thence departing
from and perpendicular to said centerline, South 29 degrees 45 minutes 00 seconds Westa
distance of $3:00° to a point (found iron pin) on the southwest right of way line of Poplir Avenue,
said point being the intersection of said southwest right of way line of Poplar Avenue with the
cast line of the Tempus [I Parmership propeity as recorded in Instrument Number LE-1393 as
recorded in the Shelby County Register’s Office, City of Memphis, State of Tennessee, said point
being the TRUE POINT OF BEGINNING, thence along said southwest right of way line, South
60 degrees 15 minutes 00 seconds East a distance of 63564 to a point {found iron pin 2.25°
southwest) being the interséction of said southwest right of way line with the west line of the
Nationwide Health Properties, Inc. property #2 recorded in Instrument Number GP-8241 i said
Register's Office; thence depariing from said southwest right of way line slong the west line of
said Nationwide Health Properties, Ine. property, South 28 degrees 54 minutes 10 seconds West a
distance of 387.55" 10:a point being the southwest corner of said Mationwide Health Properties,
Inc. property, said point being on the north line of the Homes Trust property as recorded in
Instrument Number K'W-6984 at said Register’s Office; thence along eaid north line, South §8
degrees 42 minules 25 seconds West a distanoe of 28.76 10 a point (found iron pipe) at the
northwest comer of said Holmes Trust property; thence along the west line of said Holmes Trust
property, South 00 degrees 44 minutes 16 seconds East a distancs of 233.62" to 4 point {found
irom pipe) 2t the northeast comer of the Dabney 8. Wellford & wife, Carolyn M, Wéllford
propetty as recorded in Instrument Number HS-1520 at said Register’s Office; thence North.87
degrees 21 minutes 49 seconds Wast a distanice of 158.04° 1o a point'(agt iron pin) being the
northwest corner of said Dabney S. Wellford & wife, Carolyn M. Wellford property; thence along
the west line of said Dabney 8. Wellford & wife, Carolyn M. Wellford property, South 01

degrees 06 minutes 30 seconds West a distance of 795.45” to & point being the intersection of said.

west line of the Dabney 8. Wellford & wife, Carolyn'M, Wellford property with the north right of
way line of Dogwood Road (45" right of way, 25" from centerline) as dedicated per Plat Book
236, Pape 34 at said Register’s Offics; thenoe departing from gaid west Tine #long said north right
of way line of Dogwood Road per Plat Book 236, Page 34, North §% degress 18 minutes 20
seconds West a distance 0f223.31" 10 a point of curvature; thence continuing along said novth
right of way line in a nnrfhwcsleriy direction along the arc of a curve to the right having 5 radius
of 1000.00° (Long Chord = North 83 degrees 35 minutes 49 seconds West, 198:84") an arc
distance uf 199.17" to a point; thence continuing along said narth right of way line, North 77
degrees 53 minutes 17 seconds West a distance of 156.54" to-a point of curvature; thence
continuing along said north: right of way line in a nonhwes!erly direction along the arc of a curve
to the Jeft having a radins of 685,00° (Long Chord = North 82 dagrm 47 minutes 19 seconds
West, 117.04°) an are distance of 117.18" t0-a point; (hence continuing along said niorth right of
way line, North 87 degrees 41 minutes 22 seconds West a distance of 127,42 to & point (found
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iron pin 5.00" sputh) being the intersection of said north right of way line (25° from centerline)
with the most southerly east line of the Genctia Barry Roast; Trustou property as recorded per
Instroment Number 06197186 at said Register’s Office; thence along a portion of said most
southerly cast line, North 00 degrees 09 minutes 41 seconds Wesl a distance of 45.67" to a found
angle iron being an invernal corner of said Genetta Barry Roast, Trustee property; hence along
the southernmost north line of said Genetta Barry Ronst, Trustee property, South 89 degress 46
minules 45 seconds West, a distance-of 98.07 feet (call 98.19° feet)m a found 1/Z inch rebar, said
rebar being an internat comer of said Genetta Barry Roast, Trustee property; thence alongihe oast
linc of said Genetta Barry Roast, Trustee property and the east line of the Charles E, Feankum &
Linda L. Frankum property as recorded per Instrument Number 04118050 at said Register’s
Office, Narth 00 degrees 38 minutes 30 seconds East, » distance of 250.88 feet, (call 265.12 feet),
te & found 1 inch iron pipe, said iron pipe being the. non}leaﬂ cerner of said Frankum property;
thence along the north tine of said Frankum property, South 80 degrees 56 -minues 26 seeonds
West, a distance of 238.51 feat, (mll 299,61 feet), toa point in the east line of Germantown Road
(Right of Way Varies), said point being the northwest comer of said Frankum property, said poin
being witnessed by a ! inch square metal peg {0.93' West, .15 South), said peg being on the
prolongation of the north tine of said Frankum property and being 309.96 ifee1 north of the
centerline of Dogwood Road {40 foot Right of Way) as measured perpendicular to paid
centerline; thence departing from said nerthwest comer along said east line of Gormantown Road
the following seven (7) courses;

1. North 03 degrees 59 minutes 01 seconds West, a distance of 11,57 foot (call 15,20 feei) to
a-point of curvature;

2. thenoe in & Northeasterly ditection along the arc of a tangent curve to the right having a
radivs of 654.50 foct (long chord bearing = North 07 degroes 32 minutes 30 seconds East,
long chord distance = 261.53 feet) an arc distance of 263.31 feét to a point of compound

curvature;

3. thoence in a Northeasterly direction along the arc of a non-fangent curve to the right
having a radius of 343.0 feet (long chord bearing = North 31 degrees 37 minutes 41
scconds East, long chord distance = 37,20 feot) an arc distance of 37,21 feet to a point of
tangency,

4, thence North 34 degrees 44 minutes 10 seconds East, a distance of 342.04 feet to.a point
of curvature;

5. thence ih-a Northeasterly direction along the are of a tangent curve 10 the left having a
radivs of §91.41 feet (long ohord beasing = North 31 degreos 12 minutes 43 seconds East,
long chord distance = 109.59 feet) an arc distance of 109.66 feet, (call 105.76 feet), toa
set chisel mark, said chise) mark being the westernmost southwest comner of the
‘Methodist Hospltals of Memphis property (DR-7376)

6. thence in @ non-tangent dicection slong the arc of a curve to the left having a radius of
858.52” {Long Chord = North 20 degroes 44 minvites 02 seconds East, 228.03°) an arc
distance of 228.71" 10 & point of tangeney;

7. thence comtinuing along said east right of way line, North 13 degrees 06 minutes 03
seconds Bast, 108.59" to 2 point (found iron pin} being the intersection of snid east right
of way line with the south ling of the Spectrum Properties property s regorded in
Instrument Numiber FN-6147 at snid Register's Offioe;

thence departing from said eastright of way line along said scuth line, South B0 degrees 47
minutes 47 séconds East a distance of 103.66° to a point (found iron pin)’ be)ug the sonthsast
comer of said Spectrum Properties property; thence along the east line of said Spectrum
Propetties property, North 00 degrees 40 minaies 34 seconds West 2 distance of 100,05" to 8

89




point (found iron pin) being the northeast comer of said Spectrim Properties property; thence
along the north line of said Spectrum Properties property, North 79 degrees 57 minutes 41
seconds West a distance of 79.71° 1o n point (found chisled '2°) being the inlersoction of said
riorth line with said east right of way lime of Germantown Boulevard; thence along said east right
of way line, North 13 degrees 06 mibutes U8 seconds East a distance of 236.23" to a point (found
jron pin) being the intersection.of said east right of way lime with the south line of Lot 2 of the
Poplar-Genmantown subdivision as recorded in Plat Book 63, page 64 at said Register's Office;
thence departing from said east right of way lne along sald south line, South 75 degrees 38
minutes 36 seconds Easta distance-of 132.41° to a point being the southeast cormer of said Lot 2
of the Poplar-Gesmantown subdivision; thence along the east line of said Lot 2, North 30 degrees
03 minutes 24 seconds East a distance of 40.5) " to 4 point (found ivon pin) being the western
most southwest corner of said Tempus T Partnership property as recotded in Instrument Number
LE-1393 at said Register's Office; thence along the most southeast lines of said Tempus 11
Parmership property the following five (5) calls:

I, South 60 degrees 09 minutes 44 seconds Bast a distance of 118.48" 10-a point {found iron
pin) being an intertor corner of said Tempus II Partnemship property;

2. thence North 30 degrees 08 minutes 48 seconds East a distance of 12:73" 1o 2 point
(found iron pin) being an interior comer of said Tempus 1T Partnership Property;

3. thence South 59 degrees 51 minutss 12 seconds Bast a distance of 18.82" to.a point
(found iron pin) being an [nterior corner of said Tempus 1T Partnership property;

4. thence North 30 degrees 08 mimutes 48 seconds East a distance of 60.017 to 2 point being
an interior corner of said Tempus 11 Partnership property;

5. thenoe along a line being parallel with said centerline of Poplar-Avemie, South 60
degrees 15 minutes 00 seconds Esst a distance of | 57.88" to & point being the most
easterly southeast comer of said Tempus Il Partnership property;

thence along the east line of said Tempus TE Partnership propetty, North 29 degrees 16 minutes 57
seconds East a distance of 113,02 1o said TRUE POINT OF BEGINVING.

Said described properties containing 1,608,712 square fest or 36.931 Actes, more or less.

LEGAL DESCRIPTION TAKEN FROM SURVEY PREPARED BY ALLEN & HOSHALL,
1661 INFERNATIONAL DRIVE, MEMPHIS, TENNESSEE 38120 DATED JUNE 9; 2008,

AND
PARCEL II

Beifig all of the Methodist Hospitat properties as described in and recotded inDeed Books 528-
368, 947-592, 1811:200 and 1638-590 in the Shelby County Registet’s Office, City of Momphis,
State of Tenniessee and being more particilarly described by metes and bounds as follows:

Commencing at the centerline intersection of Union Avenue (right of way varies) with Claybrook
Street (50" right of way); thence along the centerline of said Claybrook Street, South 01 degrees
23 minutes 43 seconds West a distance of 38,07" to & poinit; thenee departing from and
perpendicular to said centerline, North 88 degrees 36 minutes 17 seconds West a distance of
25.00° to a point being the intersection of the south right of way line of said Union Avenue with
the west right 6f way line of said Claybrook Strect, said point being the TRUE POINT OF
BEGINNING; thence along said west right of way line of Claybrook Street, South 01 degrees 23
minines 43 seconds West a distance of 408.58' (41 1.07" called) 10 n point being the intersection
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of said west right of way line of Claybrook Strect with the novth right of way Jine of
Eastmorceland Road {50° right of way); thence along said north right of way line of Eastmoreland
Road, North 88 degrees 28 minutes 13 seconds West a distance of 509.92° (510.32" called)to a
point of eurvature; thence continiing along said north right of way line in a northwesterly
direction along the arg of a curve ta the right having a radius of 230.36' (Long Chord = North T2
deprees 16 minutes 43 seconds West, 12847 Yan are distance of 130.20° {mcasured and called)
to apoint of reverse curvature; thenee continuing along said north right of way line ina
northwesterly ditection along the arc of a onrve to the lefi hnvmg avadius of 283,20" {Long Chord
=North 70 degmes 22 minutes 52 seconds West, 139.85°) an arc distance of 141.31” (megsured
and cafled) fo a point being the intersection of said north right of way line of Eastmoreland Road
with the sast right of way line of Bielievue Boulevard (70" right-of way); theénce along said east
right of way line of Bellevue Boulevard, North D0 degrees 02 minutes 42 seconds West a distance
of 326,12 (measured and called) to a point of curvature; thence continuing along said east right
of way line in a northeasterly direction along the arc of a curve 1o the right having a radius of
114.00" (Long Chord = North 09 degrees 58 minutes 50 seconds Eass, 39.69") an arc distance of
39.90° {40.24 called) to a point of compound curvature; thencs continuing along said east right of
way line in a northeasterly divection along the are of a-corve fo the right having a radius of 34.00
(Long Chord = North 58 degrees 04 minutes 08 seconds East, 41.927) an ayc distance 0of 45.17°
(45.16” called) to a point on said south right of way line of Union Avenuc being 40.00° from
centerling; thence along said south right of way line of Union Avenue, Sonth 83 degrees 52
minutes 05 seconds East a distance of 735.80° (736.98" called) to said TRUE POINT OF
BEGINNING.

Seid described properties comtaining 328,129 square feet or 7.533 Acres, more or less,

LEGAL DESCRIPTION TAKEN FROM SURVEY PREPARED BY ALLEN & HOSHALL,
t661 INTERNATIONAL DRIVE, MEMPHIS, TENNESSEE 38120 DATED JUNE 9 , 2008,

AND
PARCEL III
Traet 1:

THE PROPERTY LEASED TO LEBONHEUR CHILDRENS HOSPITAL, INC. AS
RECORDED IN INSTRUMENTS M1-0767, AMENDED IN 'W3-8063, M1-0768, AMENDED
IN W3-7805, AND W4-3422, ALL OF RECORD IN THE SHELBY COUNTY REGISTER'S
OFFICE, LOCATED IN MEMPHIS, SHELBY COUNTY, TENNESSEE AND BEING MORE
PARTICULARLY DESCRIBED AS FOLLOWS:

BEGINNING AT THE INTERSECTION OF THE NORTH LINE OF ADAMS AVENUE
(50.00 FOOT RIGHT-OP-WAY) WITH THE EAST LINE OF DUNLAP STREET (80.00 FOOT
RIGHT-OF-WAY); THENCE N9°2135"E ALONG THE EAST LINE OF SAID DUNLAP
STREET A DISTANCE OF 315.06 FEET TO A POINT ON THE SOUTH LINE OF
WASHINGTON AVENUE; THENCE $80°42'11"E ALONG THE SGUTH LINE OF §AID
WASHINGTON AVENUE A DISTANCE OF 696.89 FEET TO A POINT ON THE WEST
LINE OF THE CITY OF MEMPHIS PROPERTY; THENCE ALONG THE WEST LINE OF
THE SAID CITY OF MEMPHIS PROPERTY THE FOLLOWING CALLS AND DISTANCES:

§9°21'35"W - 154.14 FEET;
NB0°42'1 1"W - 24.00 FEET:
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$54°19'42°W - 14.15 FEET:
§9°21°35"W - 35,00 FEET;
S80°43°11°E - 3400 FEET:
S9°21'35"W - [72.83 FEET

TO ‘A POINT ON THE NORTH LINE OF SAID ADAMS AVENUE; THENCE N63°2042" W
ALONG THE NORTH LINE OF SAID ADAMS AVENUE A DISTANCE OF 102 80 FEET TO
THE POINT OF CURVATURE; THENCE CONTINUING ALONG THE NORTH LINE OF
SAID ADAMS AVENUE FOLLOWING A 661.70 FOOT RADIUS CURVE TO THE LEFT
AN ARC DISTANCE OF 206.93 FEET (CHORY> N72°1815"W 206,09 FEET) TO THE POINT
OF TANGENCY; THENCE N81°15'48"W AND CONTINUING ALONG THE NORTH LINE
OF SAID ADAMS AVENUE A DISTANCE OF 394.85 FEET TO THE POINT OF
BEGINNINC: AND CONTAINING 222,573 SQUARE FEET, OR 5.1 10/ ACRES.

LEGAL DESCRIPTION TAKEN FROM SURVEY PREPARED BY THEREAVES FIRM,
5118 PARK AVENUE, SUITE 400, MEMPHIS, TENNESSEE 381 1? DATED JUNE 4, 2008

LESS AND EXCEPT:

BEING A DESCIIPTION OF THE PROPERTY LEASED TO LEBONHEUR CHILDREN'S
HOSPITAL, INC. AS RECORDED IN INSTRUMENT W4.3422 AT THE SHELBY COUNTY
REGISTER'S OFFICE, LOCATED IN'MEMPHIS, SHELBY COUNTY, TENNESSEE AND
BEING MORE PARTICULARLY DESCRIBED AS FOLLOWS;

COMMENCING AT THE INTERSECTION OF THE NORTH LINE OF ADAMS AVENUE
(50.00 FOOT RIGHT-OF-WAY) WITH THE EAST LINE OF DUNLAP STREET {(80.00 FOOT
RIGHT-QF-WAY), THENCE §81°15'48"E ALONG THE NORTH LINE CF SAID ADAMS
AVENUE A DISTANCE OF 394,85 FEET TO THE POINT OF CURVATURE; THENCE
CONTINUING ALONG THE NORTH LINE OF SAID ADAMS AVENUE FOLLOWING A
661,70 FOOT RADIUS CURVE TO THE RIGHT AN ARC DISTANCE OF 206,93 FEET
(CHORD $72°18'15"E 206.09 FEET) TO THE POINT OF TANGENCY; THENCE
§63°20'42"E AND CONTINUING ALONG THE NORTH LINE OF SAID ADAMS AVENUE
A DISTANCE OF 24.02 FEET TO THE POINT OF BEGINNING; THENCE N9°2135"E
ALONG THE EASTERN MOST EAST LINE OF PARCEL 7-1 OF THE: PRGPERTY SHOWN
ON THE SUBDIVISION OF BLOCK 2, 7, & 8 OF THE MEMPHIS MEDICAL CENTER
AREA AS RECORDED IN PLAT BOOK 31, FAGE 18 AT SAID REGISTER'S OFFICE, A
DISTANCE OF 194,33 FEET TO A POINT ON THE SOUTH LINE OF PARCEL 7-4 OF SAID
SUBDIVISION; THENCE §80°42'1 | "E ALONG THE SOUTH LINE OF SAID PARCEL 74 A
DISTANCE OF §1.22 FEET TO A POINT ON THE WEST LINE OF THE CITY OF
MEMPHIS PROPERTY; THENCE ALONG THE WEST LINE OF THE SAID CITY OF
MEMPHIS PROPERTY THE FOLLOWING CALLS AND DISTANCES:

§54719'42"W - 14.15 FEET;
§9°21'35"W - 15.00 FEET;

§80%42'1 1"E - 34.00 FEET;
§9°21'35"W . 172.83 FEET

TO A POINT ON THE NORTH LINE OF SAID ADAMS AVENUE; THENCE N63°20'42"W
ALONG THE NORTH LINE OF SAID ADAMS AVENUE A DISTANCE OF 78,78 FEET TO
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THE POINT OF BEGINNING,

'LEGAL DESCRIPTION TAKEN FROM SURVEY PREPARED BY THE REAVES FIRM,
5118 PARK AVENUE, SUITE 400, MEMPHIS, TENNESSEE 38117 DATED XINE 4, 2,003

Tract.2:

BEING A SURVEY OF THE METHODIST HEALTHCARE - MEMPHIS HOSPITALS
PROPERTY AS RECORDED IN INSTRUMENT 07165301 AT THE SHELBY COUNTY
REGISTER'S OFFICE, LOCATED IN MEMPHIS, SHELBY COUNTY, TENNESSEE
AND BEING MORE PARTICULARLY DESCRIBED AS FOLLOWS:

BEGINNING AT THE INTERSECTION OF THE EAST LINE OF DUNLAP STREET (80.00
FOOT PUBLIC RIGHT-OF-WAY) WITH THE NORTH LINE OF WASHINGTON AVENUE
{20.00 FOOT PUBLIC RIGHT-OF-WAY); THENCE N9*22'$5"E ALONG THE EAST LINE
OF SAID DUNLAP STREET A DISTANCE OF 269.58 FEET TO A POINT OF
CURVATURE, SAID POINT OF CURVATURE BEING THE SOUTHWEST CORNER OF
THE CITY OF MEMPHIS RIGHT-OF-WAY AS RECORDED IN INSTRUMENT E1-8163 AT
SAID REGISTER'S GFFICE; THENCE ALONG A 20.00 FOOT RADIUS CURVE TO THE
RIGHT AN ARC DISTANCE OF 30.74 FEET (CHORD N$3°25'09"E 27.80 FEET) TO THE
POINT OF TANGENCY; THENCE $82°32'38"E ALONG THE SOUTH RIGHT-OF-WAY
LINE OF POPLAR AVENUE AS DESCRIBED IN INSTRUMENT E1-8163 A DISTANCE OF
249 87 FEET TO A POINT ON THE ORIGINAL SOUTH RIGHT-OF-WAY LINE OF
POPLAR AVENUE, SAID POINT BEING 40.00 FEET SOUTH OF THE PHYSICAL
CENTERLINE OF SAID POPLAR AVENUE (80.00 FOOT PUBLIC RIGHT-OF-WAY),
THENCE SB0°58'10"E ALONG THE ORIGINAL SOUTH RIGHT-DF-WAY LINE OF
POPLAR AVENUE A DISTANCE OF 437.26 FEET TO A POINT OF CURVATURE;,
THENCE ALONG A 30.00 FOOT RADIUS CURVE TO THE RIGHT AN ARC DISTANCE
OF 45.53 FEET (CHORD $37°52°29"E 40.99 FEET) TO A POINT OF REVERSE
CURVATURE; SAID POINT LIES ON THE WEST RIGHT-OF-WAY LINE OF PAULINE
STREET (80.00 FOOT PUBLIC RIGHT-OF-WAY); THENCE ALONG THE WEST LINE OF
SAID PAULINE STREET ALONG A 376.i18 FGOT RADIUS CURVE TQ THE LEFT AN
ARC DISTANCE OF 166.50 FEET (CHORD §7°27°37°E 165,15 FEET) TO A POINT OF
REVERSE CURVATLIRE; THENCE ALONG A 50.00 FOOT RADIUS CURVE TO THE
RIGHT AN ARC DISTANCE OF 70,04 FEET (CRORD $19°59"25"W 64.45 FEET) TO THE
POINT OF TANGENCY, SAID POINT LIES ON THE NORTH RIGHT-OF-WAY LINE OF
SAID WASHINGTON AVENUE; THENCE $60°07*15"W ALONG THE NORTH LINE OF
SAID WASHINGTON AVENUE A DISTANCRQP 43,99 PEET TO A POINT OF
CURVATURE; THENCE CONTINUING ALONG THE NORTH LINE OF SAID
WASHINGTON AVENUE ALONG A 100.00 FOOT RADIUS CURVE TO THE RIGHT AN
ARC DISTANCE OF 68,38 FEET (CHORD 579°42'32"W 67.05 FEET) TO THE POINT OF
TANGENCY; THENCE N£0°42"11"W ALONG THE NORTH LINE OF SAID
WASHINGTON AVENUE A DISTANCE OF 67520 FEET TO THE POINT OF BEGINNING
AND CONTAINING 224,273 SQUARE FEET, OR 5.149 ACRES,

LEGAL DESCRIPTION TAKEN FROM SURVEY PREPARED BY THE REAVES FIRM,
5118 PARK: AVENUE, SUITE 400, MEMPHIS, TENNESSEE 38117 DATED. JUNE §; 2008
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Shelby County Reg lster

As evidenced by the instrument number shown below, this dacument
has been recorded a5 a permanent retard in the archives of the
Office of the Shelby Cotinty Register.
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1075 Mullins. Station; Suite W 665~ Memphls Tennessee 38134 ~ (901).379:7500
Website: hitp://register:shelby:tn.us ~ ~ Emaik Tom.Leatherwood@shelbycountytn.gov
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PHILIPS HEALTHCARE
A division of Philips Electronics North America Corporation
22100 Bothell Everett Highway

P.O. Box 3003
Bothell, Washington 98041-3003

Quotation #: 1-1EN38XN Rev: 1 Effective From: 10-Feb-16 To: 10-Apr-16
Presented To: Presented By:
METHODIST HEALTHCARE UNIVERSITY HOSPITAL Brad Behanna Tel: (615) 585-6739
1265 UNION AVE Account Manager Fax:
MEMPHIS, TN 38104-3499 Kevin Fultz Tel:
Regional Manager Fax:
Tel:
Alternate Address:

Date Printed: 10-Feb-16

Submit Orders To:

22100 BOTHELL EVERETT HWY
BOTHELL WA 98021

Tel: (888) 564-8643
Fax: (425) 458-0390

The Service information contained in this Quote is subject to a separate service proposal.

This quotation contains confidential and proprietary information of Philips Healthcare, a division of Philips Electronics North
America Corporation ("Philips") and is intended for use only by the customer whose name appears on this quotation. It may
not be disclosed to third parties without the prior written consent of Philips.

IMPORTANT NOTICE:  Health care providers are reminded that if the transactions herein include or involve a loan or discount (including a
rebate or other price reduction), they must fully and accurately report such loan or discount on cost reports or other applicable reports or
claims for payment submitted under any federal or state health care program, including but not limited to Medicare and Medicaid, such as may
be required by state or federal law, including but not limited to 42 CFR 1001.952(h).

Quotation #: 1-1EN38XN Rev.: 1 Page 1 of 47
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Line#  Product Qty Price
100247 Allura Xper FD20 OR Table 1 $1,972,443.00

Equipment Total: $1,972,443.00
Product Qty Each  Monthly Price
100247 Allura Xper FD20 OR Table 1 $1,972,443.00 $1,972,443.00
SVCO0130 Protection POS $7,818.75
The Service information contained in this Quote is subject to a separate service proposal.
Buying Group: HEALTHTRUST PURCHASING GROUP Contract# 500005

Addt'l Terms:

Each Quotation solution will reference a specific Buying Group/Contract Number representing an agreement containing discounts, fees
and any specific terms and conditions which will apply to that single quoted solution. If no Buying Group/Contract Number is shown,
Philips' Terms and Conditions of Sale will apply to the quoted solution.

Each equipment system listed on purchase order/orders represents a separate and distinct financial transaction. We understand and agree that
each transaction is to be individually billed and paid.

Payment 0% Down, 80% Upon Delivery, 20% Due When the Product is Available for First
Patient Use, Net due 30 days from date of invoice

Quotation #: 1-1EN38XN Rev.: 1 Page 2 of 47



NET PRICE $1,972,443.00
Buying Group: HEALTHTRUST PURCHASING GROUP Contract#: 500005
Addt'| Terms:

Each Quotation solution will reference a specific Buying Group/Contract Number representing an agreement containing discounts, fees
and any specific terms and conditions which will apply to that single quoted solution. If no Buying Group/Contract Number is shown,
Philips' Terms and Conditions of Sale will apply to the quoted solution.

Each equipment system listed on purchase order/orders represents a separate and distinct financial transaction. We understand and agree that
each transaction is to be individually billed and paid.

Price above does not include any applicable sales taxes.

The preliminary delivery request date for this equipment is:

If you do not issue formal purchase orders indicate by initialing here

Tax Status:
Taxable Tax Exempt
If Exempt, please indicate the Exemption Certification Number: , and attach a copy of

the certificate.

Delivery/Installation Address: Invoice Address:
Contact Phone #: Contact Phone #:
Purchaser approval as quoted: Date:

Title:

This quotation is signed and accepted by an authorized representative in acknowledgement of the system
configuration, terms and conditions stated herein.

Quotation #: 1-1EN38XN Rev.: 1 Page 26 of 47
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PHILIPS HEALTHCARE
A division of Philips Electronics North America Corporation
22100 Bothell Everett Highway

P.O. Box 3003
Bothell, Washington 98041-3003

Quotation #: 1-1EN38XN Rev. 1 Effective From: 02/10/2016 To: 04/10/2016
Presented To: Presented By:

METHODIST HEALTHCARE UNIVERSITY Brad Behanna Tel: (615) 585-6739
HOSPITAL Account Manager Fax:

e SR Kevin Fultz Tel:

MEMPHIS, TN 38104-3499 Regional Manager Fa)'(:

Tel:

Alternate Address:

Date Printed: 10-Feb-16

Submit Orders To: 22100 Bothell Everett Hwy
Bothell, VWA 98021-8431
Tel: (800) 982-2011
Fax: (425) 487-8110

IMPORTANT NOTICE:  Health care providers are reminded that if the transactions herein include or involve a loan or discount (including a
rebate or other price reduction), they must fully and accurately report such loan or discount on cost reports or other applicable reports or
claims for payment submitted under any federal or state health care program, including but not limited to Medicare and Medicaid, such as may
be required by state or federal law, including but not limited to 42 CFR 1001.952(h).

Model ~ Months Qty  ServicePlan

100247 Allura Xper FD20 OR Table 48 1 SVCO0130 Philips RightFit Service Agreement

o Protection POS
Home Office Use Only
Site # Start Date End Date

POINT OF SALE SERVICE CONTRACT SECTION

This quotation contains confidential and proprietary information of Philips Healthcare, a division of Philips Electronics North America Corporation
("Philips") and is intended for use only by the customer whose name appears on this quotation. It may not be disclosed to third parties without the
prior written consent of Philips.

Philips Ultrasound Customer Services Ranked #1 by Customers in IMV ServiceTrakTM All Systems Survey in
2013 for the 21st consecutive year

Page 39 of 47
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Additional EquipmentCovered =~ Part# Z
Mark 7 Arterion, Table Mount 989801220158
-Comprehensive parts and labor support for CV INJECTOR.
FlexV XL xperHD for 3rd p. MCS NCVB775
-Repair of the Philips FlexVision viewing solution
FD_ZO_CeiIing ORT FlexMove NNAES68
Interventional Tools Hardware NCVB878
-Comprehensive parts and labor support for Interventional Hardware and Software
25 kVA Fluoro only UPS - UPC 989801220281

- All labor and parts (except batteries) as necessary.
- Includes One UPS Module PM and One Battery PM per year during Normal Business Hours (Mon-Fri 8am-5pm) on

three phase UPS units
WP DRREHPRIOn= - o e e
1 SVC0130 Philips RightFit Service Agreement Protection POS

Thank you for the opportunity to provide this proposed Philips RightFit Service Agreement. Our
Protection Service Agreement offers you robust security, a hands-on relationship with Philips, and
open communications.

SERVICE DELIVERY:

* 98% uptime guarantee for each contract year. This provides assurance of the equipment
availability to scan patients, as described in the uptime guarantee exhibit.

LABOR:

» Labor and travel coverage for on-site service 8:00 am - 9:00 pm, Monday - Friday,
excluding Philips published holidays. The warranty period is included.

» Preferential Scheduling of service calls for service contract customers.

= On-site Response. At customer’s request, Philips service goal is to be on-site within 4
hours.

* Planned maintenance coverage from 8:00 am — 9:00 pm, Monday — Friday, excluding
Philips published holidays. Coverage includes activities performed according to a schedule
to review safety, image quality, calibrations, equipment cleaning, performance trials and any
other planned service prescribed by Philips. Philips current recommendation for IXR
systems is 1 - 2 times per year depending on the specific product model.

= Preferred rates for labor and travel. This includes reduced hourly rates for labor and travel
for corrective or planned maintenance outside of Service Agreement coverage hours.

PARTS:

« Standard parts coverage. This provides coverage on parts used to maintain and repair the
equipment including both hardware and software items.

» Earliest next day a.m. parts delivery. This provides delivery in most areas that can be
accommodated by 8:30 am to fit the urgency of your need. (Actual time depends on local
shipper delivery schedule and delivery restrictions for oversized or hazardous parts).

STRATEGIC PARTS COVERAGE:

= X-ray tube(s), Flat Detector(s), and Image Intensifier(s).

Quotation #: 1-1EN38XN Rev.: 1 Page 40 of 47
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LIFECYCLE:

Operating system software and hardware reliability updates. This includes on-site or remote
labor, travel and parts necessary to complete safety, performance and reliability
modifications to existing equipment software or hardware.

20% discount on any items selected from Philips Life Solutions catalog, excluding power
monitoring.

CUSTOMER CARE SOLUTIONS CENTER:

24/7 Technical telephone support.

Clinical telephone support from 8:00 am - 9:00 Monday — Friday.

Remote Services. This supports remote system diagnostics and monitoring. Philips
equipment is connected via an Internet secure single point of access network to our
solutions center as described in the Terms and Conditions exhibit. Features may vary by
equipment and software release level.

SOLUTION ENHANCEMENTS:

Philips Service Information. This contains important service management reports through a
secure Internet site. Information on equipment service status, historical service
performance, engineer response time, and planned maintenance schedules is available.
Annual customer loyalty meetings. This includes a review of current and future performance
goals of Philips equipment and service.

Quotation #: 1-1EN38XN Rev.: 1 Page 41 of 47
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————— Sepvice Plan: SVC0130 Philips RightFit Service Agreement Protection

POS
Quantlty 1

Select Payment Terms Desired:

: : Smgle’System e
| 48 Monthly Payments at $7 819 $7,819
[ ] 16 Quarterly Payments at $23,456 $23,456
4 Yearly Payments at $93,825 $93,825
[ ] Single Payment at $375,300 $375,300

* If no selection is made, the default choice will be monthly payments.
Prices above do not include any applicable sales taxes

The service agreement payment does not include optional equipment. If optional equipment is purchased please see attached Equipment
Configuration Option Pricing (if available) or contact your Account Manager for amended service pricing.

Buying Group: HEALTHTRUST PURCHASING GROUP Contract#: 500005
Addt'l Terms:

Each Quotation solution will reference a specific Buying Group/Contract Number representing an agreement containing discounts, fees

and any specific terms and conditions which will apply to that single quoted solution. If no Buying Group/Contract Number is shown,

Philips' Terms and Conditions of Sale will apply to the quoted solution.

Each equipment system listed on purchase order/orders represents a separate and distinct financial transaction. We understand and agree that
each transaction is to be individually billed and paid.

For services performed outside the contract hours of coverage, Philips will request a Purchase Order before dispatching a Field Service
Engineer.

Our facility does not issue formal purchase orders. We authorize payments ‘in lieu of a Purchase Order' for the equipment as described in
Philips Healthcare Service Agreement. Initialed:

Our facility does issue formal purchase orders, however, due to our business/system limitations, we cannot issue a formal purchase order until
days prior to warranty expiration. Initialed:

Customer Agreement as Quoted
Upon customer signing and acceptance by an authorized Philips representative, this document constitutes a contract and customer agrees to be
bound by all terms hereof which include IMPORTANT LIMITATIONS OF LIABILITY.

BY: X

Customer Signature

Printed Name
Title Date
For Headquarters Use Only

Philips by its acceptance thereof, agrees to provide maintenance service for the equipment listed above in accordance with all terms.

Signature

Title Date

Quotation #: 1-1EN38XN Rev.: 1 Page 42 of 47
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Date: 02-02-2016

Quote # PR3-C62407
Version #: 1

GE Healthcare

Methodist UT Hospital Attn: Mary Carol Customer Number : 87491
1265 Union Ave 1265 Union Ave Suite 700 Memphis Quotation Expiration Date: 04-28-2016
Memphis TN 38104-3415 TN 38104-

The terms of the Master Purchasing Agreement, Strategic Alliance Agreement or GPO Agreement referenced below as the Governing
Agreement shall govern this Quotation. No additional or different terms shall apply unless agreed to in writing by authorized
representatives of both parties.

Governing Agreement: HPG
Terms of Delivery: FOB Destination
Billing Terms: 80% delivery / 20% Installation
Payment Terms: NET 30
Total Quote Net Selling Price: $3,959,766.67
INDICATE FORM OF PAYMENT:

If "GE HFS Loan" or "GE HFS Lease" is NOT selected at the time of signature, then you may NOT elect to seek financing with GE Healthcare Financial
Services (GE HFS) to fund this arrangement after shipment.

| Cash/Third Party Loan

| GEHFS Lease

| GEHFSLoan

|____Third Party Lease (please identify financing company)

By signing below, each party certifies that it has not made any handwritten modifications. Manual changes or mark-ups on this
Agreement (except signatures in the signature blocks and an indication in the form of payment section below} will be void.

Each party has caused this agreement to be executed by its duly authorized representative as of the date set forth below.

CUSTOMER GE HEALTHCARE

JMcnatt 02-02-2016
Authorized Customer Signature Date Sighature Date
Print Name Print Title Product Sales Specialist

Email: J.Mcnott@med.ge.com
Mobile: +1 865 382 755

Purchase Order Number (if applicable)
Fax: 865-381-1558

1/58

GE Healthcare Confidential and Proprietary
General Electric Company, GE Healthcare Division
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Date: 02-02-2016

Quote #: PR3-C62407
Version #: 1
GE Healthcare
Total Quote Selling Price $3,959,766.67
Trade-Iin and Other Credits $0.00
Total Quote Net Selling Price $3,959,766.67
To Accept this Quotation Payment Instructions

Please sign and return this Quotation together with

your Purchase Order To: Please Remit Payment for invoices associated

J Mcnatt with this quotation to:

Mobile: +1 865 382 7555 GE Healthcare

Email: J.Mcnatt@med.ge.com P.O. Box 96483

Fax: 865-381-1558 Chicago, IL 60693
To Accept This Quotation

* Please sign the quote and any included attachments {where requested).
¢ If requested, please indicate, your form of payment.
e if you include the purchase order, please make sure it references the following information
» The correct Quote number and version number above
» The correct Remit To information as indicated in "Payment Instructions" above
e The correct SHIP TO site name and address
e The correct BILL TO site name and address
¢ The correct Total Quote Net Selling Price as indicated above

"Upon submission of a purchase order in response to this quotation, GE Healthcare requests the following to evidence agreement to contract terms.

Signature page on quote filled out with signature and PO. number.

1’****"lI"ir**i—hlrilriitﬂiitﬂ*onihw*wt*tt*tw**wti*ﬂ‘*i‘i‘!’*wv**ti‘i‘*l‘

Verbiage on the purchase order must state one of the following: (i) Per the terms of Quotation # ; lii) Per the terms of GPO# ; (iii} Per the terms of MPA

# ; or fiv) Per the terms of SAA # . Include the applicable quote/agreement number with the reference on the purchase order.

In addition, source of funds (choice of: Cash/Third Party Loan or GE HFS Lease or GE HFS Loan or Third Party Lease through ), must be indicated, which may be
done on the quote signature page (for signed quotes), on the purchase order (where quotes are not signed) or via a separate written source of funds statement {if
provided by GE Healthcare).”

2/58

GE Healthcare Confidential and Proprietary
General Electric Company, GE Healthcare Division
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GE Healthcare

02-02-2016

Customer:

Contract Number:

Start Date:
End Date:

Billing Terms:
Payment Terms:
Shipping Terms:

Date: 02-02-2016

Quote #: PR3-C62407
Version #: 1
GPO Agreement Reference Information
Mary Carol
500043, 500352, 500174, 500072, 500151, 500150, 500277, 1451, 1450,
000903
05/31/2017

80% delivery / 20% installation
NET 30
FOB Destination

NOTICE REGARDING MAGNETIC RESONANCE (“MR”) PRODUCTS. This notice applies only to the following GE Healthcare products: MR:
Discovery MR750, Discovery MR750w, Discovery MR450 and Optima MR450w. GE Healthcare has reclassified several advanced
software tools and associated documentation to a GE Healthcare Technical Service Technology package that GE Healthcare feels
will bring greater value and interest to our customers. GE Healthcare will continue to provide trained Customer employees with
access to the GE Healthcare Technical Service Technology package under a separate agreement. GE Healthcare will continue to
provide customers and their third party service providers with access to software tools and associated documentation in order to
perform basic service on the CT, MR and NM products listed above upon a request for registration for such access. This will allow GE
Healthcare to react faster to the future service needs of GE Healthcare customers. If you have any questions, you can contact your
sales Service Specialist.

Offer subject to the Terms and Conditions of the applicable Group Purchasing Agreements currently in effect between GE
Healthcare and HealthTrust Purchasing Group includes 500043 (imaging).

3/58

GE Healthcare Confidential and Proprietary
General Electric Company, GE Healthcare Division
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Date: 02-02-2016

Quote #: PR3-C62407
Version #: 1

GE Healthcare
[tem Qty Catalog No. Description Contract Price Discount Ext Sell Price
No.
16.75in.to 21in.{42.5 cm x 53.3cm)
and is only for use in the MR Control
Room. Weighs 45 Ibs.
43 1 E8806FA MR Skull Pins Starter Kit $33,500.00 21.00% $26,465.00
1 NonProducts
44 1 Rigging in iMRI NTE $9999.00 $9,999.00 0.00% $9,999.00
Quote Summary:
Total Contract List Price: $6,831,996.14
Total Discount: (42.04%) ($2,872,229.47)
Total Extended Selling Price: $3,959,766.67
Total Quote Net Selling Price $3,959,766.67

{Quoted prices do not reflect state and local taxes if applicable. Total Net Selling Price Includes
Trade In allowance, if applicable. )

56/58

GE Healthcare Confidential and Proprietary
General Electric Company, GE Healthcare Division
106



) ELEKTA

ONCOLOGY | BRACHYTHERAPY | NEUROSCIENCE | SOFTWARE | SERVICES

Elekta |5 picneering significant inncvations and cimcal solutions for treating cancer and brain disorders.
We provide Intelligent and resource-efiicient technologies that improve. prolong and save patient wes,
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ELEKTA

Quotation Number: 2015-112631-MB Quotation Date: October 29, 2015 Valid Until: January 27, 2016

Prepared For: Prepared By:
Genia Nipp Donald Wilkymacky
Methodist Healthcare - Memphis Reglonal Manager
PO BOX 41058

MEMPHIS, Tennessee 38174-1058 400 Perimeter Center Terrace Suite 50
us Atlanta, GA 30046
(t) (901) 516-0625 _ . {t)(513) 267-6220
(f) {(901) 516-0649 (c) +1 5135038287

don.wilk;-lmackv@elekta.com
Currency: USD

Elekta is pleased to submit the following Quotation for the products, software licenses, and/or services described herein at the prices and terms stated.

Elekta Versa HD Total Products List Price: ; $7,608,958.25

Total Offer Price: 1= ) $2,636,000.00

The price under this Quotation reflects a discount of $4,972,958.25 USD. If customer Is an enlity that repa;rt_s its costs on a cost report required by the
Department of Health and Human Services or a state healthcare program, the customer must fully and accurately report any discount that has been provided by
Elekta under the final agreement between the parties in the applicable cost report and provide information upon request by the Secretary of Health and Human
Services or a state agency.A reportable discount may be set out above or exist in the farmiof. undertakings made by Supplier elsewhere in this Agreement.

Subject to Elekta, Inc. Terms and Conditions or those previouslynegotiated.

State, local, VAT and other taxes, and import/export licenses'are not included in this Quotation

Elekta, Inc., 400 Perimeter Center Terrace, Sulte 50, Atlanta, GA 30346 2
Phone: 770 300 9725 | Fax: 770 670 2323 | www.elekta.com

All terms, conditions, pricing, product, and service information must remain $08fidential and should not be disclosed to any other party especially consultant
firms such as MDB, ECRI, etc.



B : E(1)(a)4)
FDA Approvals
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Discovery MR750w 3.0T
510k} Premarket Notification

SEP 3 0 ZHi
510(k} Summary

In accordance with 21 CFR 807.92 the following summary of information is provided:

Primary Cortact Persom;

Dote:;
Subrmitter.

Secondary Contact

Persom:

Device; Trode Nome:
Common/Usual Name:

Classification Names:

Product Code:
Predicate Device(s):

Section 5

Device Description:

September 30, 2011

GE Healthcare, (GE Healthcore Japan Corporation)
7-127, Asahigaoka 4-chome, Hino-shi,
Tokyo 191-8503 JAPAN

Toru Shimizu

Regulatory Affairs Specialist

GE Healthcare, (GE Healthcare Japan Corporation)
Telephone: +81-42-585-5344

Fax: +81-42-585-5075

Glen Sobin

Regulatory Affairs Director

GE Healthcare, (GE Medical Systems, LLC}
Telephone: (262) 521-6848

Fow {262) 521-6439

Discovery MR750w 3.0T

Magnetic Resonance Imaging System

Magnetic resonance diagnostic device

LNH

Discovery MR750 (K081028)

Optima MR450w (K091536)

The Discovery MR750w 3.0T features @ superconducting
magnet operating ot 3.0 Tesla. The data acquisition system
accommodates up to 32 independent receive channels in
various increments, and multiple independent coil elements
per chonnel during a single acquisition series. The system uses
o combination of time-varying magnetic fields (gradients} and
RF transmissions to obtain information regarding the density
and position of elements exhibiting magnetic resonance.

The RF technology of the Discovery MR750w system integrates
an RF transmit architecture designed to improve the overall
image uniformity. This technology, called Multi-drive, optimizes
RF transmit by adjusting the amplitude and phase of the RF
output depending on the anatomy being scanned. In order to
support Muilti-Drive, the RF Transmit (Tx} chain is chonged from

Discovery MR750w 3.0T 510k Page 1 of 3
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Intended Use:

Technoloay:

Determination of
Substantial Equiv

Kio3327 |

Discovery MR750w 3.0
5101k} Premarket Notification

MR750 and both Tx lines are divided into 2 lines with Dual
output Exciter, Dual output RF amp, Dudt Transmit/Receive
Switch [DTRSW, dual UPM and a 70cm-wide patient bore RF
body coil.

The system can image in the sogittol, coronal, axial, oblique
and double oblique planes, using various pulse sequences and
reconstruction algorithms. The Discovery MR750w 3.0T is
designed to conform to NEMA DICOM stondards (Digital
Imaging and Communications in Medicinel.

The Discovery MR750w 3.0T is o whole body magnetic
resonance scanner designed to support high resolution, high
signal-to-noise ratio, and short scan times. It is indicated for
use as a diagnostic imaging device to produce axidl, sagittal,
coronal, and obliqgue imoges, spectroscopic images,
parametric maops, and/or spectra, dymamic images of the
structures and/or functions of the entire body, including, but
not limited to, head, neck, TMJ, spine, breast, heart, abdomen,
pelvis, joints, prostate, blood vessels, and musculoskeletal
regions of the body. Depending on the region of interest being
imaged, contrast agents may be used. The images produced
by the Discovery MR750w 3.0T reflect the spotial distribution or
molecular environment of nuclei exhibiting mognetic
resonance. These images and/or spectra when interpreted by
a trained physician yield information that may ossist in
diagnosis.

The Discovery MR750w 3.0T employs the same fundamental
scientific technology as its predicate devices of Discovery
MR750 and Optima MR450w. Refer to Section 12 for details of
the Technical Comparison Table and the Application/Feoture
Comparison Chart.

Etquivaience: Summagg of Non-Clinical Tests:
As stated in the FDA document "Guidance for the Submmission

Section 5

of Premarket Notifications for Magnetic Resononce Diagnostic
Devices" the following parameters hove been measured and
documented through testing to NEMA, IEC or ISO standards as
referenced throughout this submission and listed in Section 9:

Discovery MR750w 30T 510k Page 2 of 3
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Section 5

Conclusion:

K103327F

o
Discovery MR750w 3.0T (4 /3
510(k! Premarket Notification

Performance;

Signal-to-noise ratio {SNR)
Geometric distortion
Image uniformity

Slice thickness

Spatial resolution:

® & & @ a

Sofety:
‘Static field strength
Acoustic noise
ds/dt
RF heating (SAR)
i Bic.'n:om;:mtibiIiti;./I
The tests outlined above have been executed with acceptable

results. Refer to Section 15, 18 of this submission for the above
performance and safety testing results.

The Discovery MR750w 3.0T has been designed to comply with
applicable IEC standards as reference to Section 9, 17.

The device has been tested by a Nationally Recognized Testing
Laboratory and certified to conform to applicable IEC, UL and
CSA standards prior to commercialization of the system.

Numerical simulations were conducted to demonstrate the
sofety of the Multi-Drive RF transmit system.

The following quality assurance measures were applied to the
development of the system as reference to Section 11, 16, 18:

¢ Risk Analysis and control

¢ Requirements Reviews

o Design Reviews

s Design Verification

s Performance and Safety testing (Verification)

Summoary of Clinical Tests:

Clinical images and clinical results summary demonstrate that
the Discovery MR750w 3.0T maintains the same imaging
performance results as the predicate systems of Discovery

MR750, Optima MR450w.-Refer to Section 20 for details of the
studies performed. :

GE Healthcare considers the Discovery MR750w 3.0T to be as
safe, as effective, and performance is substantially equivalent
to the predicate devices.

Discovery MR750w 3.0T 510k Page Jof 3
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. é DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service
Hevarg
Food and Drug Administration
1990% New Hampshire Avenue

Documeni Control Room — W066-G609
Silver Spring. MD 20993-0002

Mr. Toru Shimizu

Regulatory Affairs Specialist

GE Healthcare Japan Corporalion

7-127, Asahigaoka 4-Chrome

Hino-Shi, Tokyoe, 191-8503 -

Re: K103327
Trade/Device Name: Discovery MR750w 3.0T System
Regulation Number: 2} CFR §92.1000
Regulation Name: Magnetic resonance diagnostic device
Regulatory Class: i
Product Code: LWH, LNI and MOS
Dated: September 2, 2011
Received: September 7, 2011

Dear Mr. Shimizu:

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA).
You may, therefore, market the device, subject to the general controls provisions of the Act. The
general controls provisions of the Act include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration.

If your device is classified (see above) into class [I (Special Controls), it may be subject to such
additional controls. Existing major regulations affecting your device can be found in Title 21,
Code of Federal Regulations (CFR), Parts 800 to 895. In addition, FDA may publish further
announcements concerning your device in the Federal Register.

Please be advised that FDA’s issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act’s requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Parts 801 and 809); medical device reporting (reporting of
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medical device-related adverse events) (21 CFR 803); and good manufacturing practice
requirements as set forth in the quality systems (QS) regulation (21 CFR Part §20), This letter
will allow you to begin markefing your device as described in your Section 510(k) premarket
notificatior. The FDA finding of substantial equivalence of your device to a legally marketed
predicate device results in a classifi cation for your device and thus, permits your device to
proceed to the market.

If you desire specific advice for your deviee on our labeling regulation (21 CFR Paris 80) and -
809), please contact the Office of In Vitro Diagnostic Device Evaluation and Safety at (301) 796-
5450. Also, please note the regulation entitled, "Misbranding by reference to premarket
notification” (21 CFR Part 807.97). For questions regarding the reporting of adverse evenis
under the MDR regulauon (21 CFR Part 803}, please goto

fda, evices/Safl eportaProblem/defanit.htm for the CDRH's Office
of Survelllance and Blometncs/Dlvtswn of Postmarket Surveillance.

You may obtain other gcneral information on your responsibilities under the Act from me
Division of Small Manufacturers, Intemational and Consumer Assistance at #s foll-free mumber
(800) 638-2041 or (301) 796-7100 ér at its Internet address :

http://www.fda.gov/cdrh/industry/support/index.html.

Sincerely Yours,

/?%7~SW

Mary S. Pastel, S¢.D.

Director

Division of Radiclogical Devices

Office of In Vitro Diagmostic Device
Evaluation and Safety

Center for Devices and Radiological Health

Enclosure
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510 Number i known K (03327

Device Name: Discovery MR750w 3.0T

Indications for Use:

The Discovery MR750w 3.0T is a whole body magnetic resonance scanner
designed to support high resolution, high signal-to-noise ratio, and short scan
times. It is indicated for use as a diagnostic imaging device to produce axial,
sagitial, coronal, and oblique images, spectroscopic images, parametric maps,
and/or spectra, dynomic images of the structures and/or functions of the entire
body, including, but not limited to, head, neck, TMJ, spine, breast, heart, abdormen,
pelvis, joints, prostate, blood vessels, and musculoskeletal regions of the body.
Depending on the region of interest being imaged, contrast agents may be used.
The images produced by the Discovery MR750w 3.0T reflect the spotiat
distribution or molecular environment of nuclei exhibiting magnetic resonance.
These images and/or spectra when interpreted by a trained physician yield
information that may assist in diagnosis.

Prescription Use X AND/OR Over-The-Counter Use
{Part 21 CFR 801 Subpart O} ; (Part 21 CFR 801 Subpart C}

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CORH, Office of In Vitro Diagnostic Devices (OIVD)

— ey SAE)

Division Sign-Off

Office of In Vitro Diagnostic Device
Evaluation and Sofety

510fk)
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AUG 1 2 2005 /(05-/931_

510(k) SUMMARY
Date of W of summary:
Submitted by:
Elekta Limited

Linac House, Fleming Way
Crawley, West Sussex
RH20 SRR

Untigd Kingdom

Contact name, {(application comespondent}:
Peter Stegagno, Director, Regulatory Affairs & Quality Assurance
4775 Peachiree Industial Boulevard, Building 300, Suite 300
Norcross, Georgia, 30062

USA

Email: peter stegagno@elekia.com

Telephone: (770) 300 9725 2548 Fax. (770} 448 6338
Trade Name:..... ... Elekta Synergy®, Elekta Synergy® S, and XVI R3.5
Common Mame: Medical Linear Accelerator (with Patient Imaging)
Classification Name: Medical Linear Accelerator Accessory 90 IYE
Predicate Device: Elekta Synergy® System (K032996)
Product Description:

This Premarket Notification Special 510tk) describes modifications to the Elekta
Syster; a combination of the specially prepared Elekta medical linear

accelerator, Elekta Synergy® Platform, with the XVI on-board kV imaging accessory.

The prirmary reasons for the modifications to this product are to provide:

Hardware & software support for increased paiient throughput

Easier selection of parameters & provision of clinical presets to improve efficiency

Improved image quaiity and image management

Improved tools for device set-up and image processing

improved connectivity with other systems fhrough DICOM

Intended Use Staterment:
This is unchanged from the predicate device and is defined as;
“The Elekta Synergy®, Elekia Synergy” S, and XVi R3.5
are intended fo be used for radiation therapy treatment of malignant necplastic
diseases, as determined by & licensed medical practitioner.”

* G * &+ &

Summary of Technological Characteristics:
The Elekta Synergy® and Elekta Synergy® S comprise a standard Elekta medical
linear accelerator, modified to accept the fitfing of a kV imaging system (XVI R3.5),
with @ commion MV and kV sacentre and orthogonal beam paths, all as previously
cleared under Control Number KO32996,
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There has beem no change made lo the underlying technological characteristics of fhe
product.
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5 1 DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service
. .
MG 13 20 e
Rockvilie MD 20850
Elekta Limited Re: K051932

% Mr. Peter Stegagno Trade/Device Name: Elekta Synergy®, Elekta Synergy® S

Director, Regulatory Affairs and XVIR3.5

& Quality Assurance , Regulation Number: 21 CFR 892.5050
Elekta, Inc. Regulation Name: Medical charged-particle
4775 Peachtyee Industrial Boulevard radiation therapy system
Building 300, Suite 300 Regulatory Class: 11
NORCROSS GA 30092 ) , Product Code: IYE

Dated: July 8, 2005
Received: July 13, 2005

Dear Mzr. Stegagno:

We have reviewed your Section 510(k) premarket notification of intent to market the device refcrencod
above and have determined the device is substantially equivalent (for the indications for use stated in
the enclosure) to legally marketed predicate devices marketed in interstate commerce prior to

May 28, 1976, the enactment date of the Medical Device Amendments, or to devices that have been
reclassified in accordance with the provisions of the Federal Food, Drug, and Cosmetic Act (Act) that
do not require approval of a premarket approval application (PMA). You may, therefore, market the
device, subject 10 the general controls provisions of the Act. The general controls provisions of the Act
include requirements for annual registration, listing of devices, good manufacturing practice, labeling,
and prohibitions against misbranding and adulteration. ;

If your device is classified (see above) into either class II (Special Controls) or class III (Premarket
Approval), it may be subject to such additional controls. Existing major regulations affecting your
device can be found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA
may publish further announcements concerning your device in the Federal Register.

Please be advised that FDA’s issuance of a substantial equivalence determination does mot mean that
FDA has made a determination that your device complies with other requirements of the Act or any
Federal statutes and regulations administered by other Federal agencies. You must comply with all the
Act’s requirements, including, but not limited to registration and listing (21 CFR Part 807); labeling
(21 CFR Part 801); good manufacturing practice requirements as set forth in the quality systemis (QS)
regulation (21 CFR Part 820); and if applicable, the electronic product radiation control provisions
(Sections 531-542 of the Act); 21 CFR 1000-1050.
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This letter wilt atlow you to begin marketing your device as described in your Section 510¢k)
premarket notification. The FDA finding of substantial equivalence of your device to a legally
marketed predicate device resulls in a classification for your device and thus, permits your device o

procecd to the market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801}, please
contact the Office of Compliance at-one-of the following numbers, based.ou fhe regulation number at

the top of this letter:

21 CFR 876.xxxx (Ga:s!memcmhgyﬂlcmwmogy) 240-276-0115

21 CFR 8%4.xxxx  (Obstetrics/Gynecology) 240-276-0115
71 CFR 892.xxxx  (Radialogy) 240-276-0120
Other J 240-276-0100

Also, please note the regulation entitled, “Misbranding by reference to premarket notification” (21 CFR
07.97). You may obtain other general information on your responsibilities under the Act from the
Division of Small Manufacturers, Intemational and Consumer Assistance at its toll-free number (800)
638-2041 or (301) 443-6597 or at its Intemet address

http://www.fda.goviedrh/industry/. /index.hitml.

Sincerely yours,

‘r'?a,mj/& Bu?,zmv

Nancy C. Brogdon

Director, Division of Reproductive,
Abdominat, and Radiological Devices

Office of Device Evaluation

Center for Devices and Radiological Health

Enclosure
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Indications for Use

510(k) Number (if known}): K051932

e et 2l

Device Name .............. M;gm_jgﬂa_m S, and XVI R3.5

(ndication for Use:  The Elekta Synergy® , Elekta Synergy® S, and XVI R3.5 are intended
to be used for radiation therapy treatment of malignant neoplastic
diseases, as determined by a ficensed physician.

Prescription Use _- YES ANGIOR  Over-The-Counter Use _- NO
(Per 21 CFR 801.109 Subpert D) (21 CFR 801 Subpart C)

....................................................................

Cancurrence of CORH, Ofﬂce of Device EvanatLbn (ODE)

/:é 7 %
{Division Sign-Off) -

Division of Reproductive, Abdominel,
and Radiclogical Devices
510(k) Number Ko S/ ?34%_

Elekia Limited, Fleming Way, Crawley, West Sussex, RH 10 IRR Uk 444 1200 544422 Fax: +44 1293 664321
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wosm  PHILIPS

510(k) Summary P,%(, l

K|33242
g

This 310(k) summary of safety and effectiveness information is prepared in accordance with

21 CFR §807.92,
Date Prepared:

Manufacturer:

Contact:

Device Trade
Names:

Classification

Predicate Device #1

Predicate Device #2

Device Description:

January 27. 2014

Philips Medical Sys.tems Nederland B.V.

Veenpluis 4-6

5684-PC, Best, The Netherlands
Establishment Registration Number: 3003768277

Mr. Klien van Dam, PhD

Regulatory Affairs Manager

+3140 2795225

Allura Xper FD series

Allura Xper OR Table series

Classification Name:

Classification Regulation:

Classification Panel:
Device Class:

Primary product code:
Secondary product code
Device Name

Manufacturer

510(k) number
Classification Regulation
Device Class:

Product Code:

Device Name
Manufacturer

510(k) number
Classification Regulation
Device Class:

Product Code:

Image-intensified fluoroscopic X-ray
system

21 CFR 892.1650

Radiology

H

OWB

JAA

AlluraClarity Xper FD serics X-ray
system

Philips Medical Systems Nederland
B.V.

K130638

21 CFR 892.1650

1l

owB

Allura Xper FD OR Tables Series
Philips Medical Systems Nederland
B.V.

K 102005

21 CFR 8921630

1]

Primary code: OWB

Subsequent code: JAA

The Allura Xper family consists of the Allura Xper FD series and
the Allura Xper OR Table series and is identified as Allura Xper FD
R8.2, The Allura Xper FD R8.2 is a modular angiographic X-ray
system, based on a set of components that can be combined into
different single and biplane configurations to provide specialized
angiography. Combined with a qualified, compatible OR table. the
Allura Xper FD R8.2 can also be used for imaging in the Hybrid
OR. The Allura Xper FD R8.2 is optionatly provided with ClaritylQ
technology. which wtilizes the advanced XRES4 noise reduction
algorithms to reduce quantum noise in X-ray images.
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PHILIPS

Indications for Use:  The Allura Xper series and the Allura Xper OR Table series (within
the limits of the used OR table) are intended {or use on human
patients to perform:

e Vascular. cardiovascular and neurovascular imaging
applications. including diagnostic, interventional and
minimally invasive procedures. This includes. c.g..
peripheral. cerebral. thoracic and abdominal angiography. as
well as PTAs, stent placements, embolisations and
thrombolysis.

e Cardiac imaging applications including diagnostics.
interventional and minimally invasive procedures (such as
PTCA., stent placing, atherectomies), pacemaker
implantations, and electrophysiology (EP).

» Non-vascular interventions such as drainages. biopsies and
vertebroplasties procedures.

Additionally:

e The Allura Xper and Allura Xper OR Table series is
compatible with a hybrid Operating Room.

e Allura Xper FD10 is compatible with specified magnetic
navigation systems.

o Combined with a quatified, compatible OR table, the Allura
Xper OR Table series can be used for imaging in the Hybrid
OR within the applications domains Neuro, Vascular. Non
Vascular and Cardiac. The OR table can also be used
standalone for surgical use in the OR.

Technology: The Aliura Xper FD R8.2 has the same technological characteristics
compared to the predicate devices. Modifications implemented in
the Allura Xper FD R8.2 include the introduction of a new. state of
the art FD20 X-ray detector with passive cooling. and a higher DQE.
Additionally, a new high voltage X-ray generator with reduced size
is introduced.

Based on the information provided in this premarket notification, the
Allura Xper FD R8.2 is considered substantially equivalent to the
currently marketed and predicate devices in terms of:

e Design and functionality

e Indications for use

¢ Fundamental Scientific Technology

e Performance specifications and testing
Non-clinical The Allura Xpet R8.2 complies with the following international and
Performance Data:  FDA recognized consensus standard and FDA Guidance

Documents:

e IEC 60601-2-43,

e |EC 60601-2-28.

o ISO 14971:

e |EC 62304,

e FDA Guidance document entitled. “Guidance for the
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Clinical

Performance Data:

Conclusion:

PHI I.I[LI;S(;L .

Premarket Submissions for Sofiware Contained in Medical
Devices™ issued May 11, 2005.

¢ FDA Guidance document entitled, “General Principals of
software Validation; Final Guidance for Industry and FDA
Staff” issued January 11, 2002.

o FDA Guidance document entitled, “Guidance for the
Submission of 510(k)’s for Solid State X-ray Imaging
Devices™ issued August 6, 1999,

The test results demonstrate that the Allura Xper FD R8.2:

e Complies with the aforementioned international and FDA-
recognized consensus standards and/or FDA guidance
documents

e Meets the acceptance criteria and is adequate for its intended
use.

Theretore. the Allura Xper FD R8.2 is substantially equivalent to the
currently marketed and predicate devices in terms of safety and
effectiveness.

The subject of this premarket submission, the Allura Xper FD R8.2,
did not require clinical studies to support substantial equivalence.
Sample clinical images that demonstrate diagnostic quality of the
images are provided.

The Allura Xper FD R8.2 is substantially equivalent to the predicate
devices in terms of design features, fundamental scientific
technology, indications for use and safety and effectiveness.

The changes implemented in the Allura Xper FD R8.2 System do
not render the system to be Not Substantial Equivalent.
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e, DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Diug Admmstsatum

;s 104903 New Hampshire Avenue

"*«.,..,Z Document Conirol Center - WO66-G6D9
Silver Spring, MDD 20993-0002

1}
autallng ",

March 5. 2014
Philips Medical Sysiems Nederland B.V,
% Klien van Dam, Ph.D.
Veenpluis 4-6
5684 PC Best
THE NETHERLANDS

Re: K133292
Trade/Device Name: Allura Xper D series: Allura Xper OR Table series
Regulation Number: 21 CFR 892.1650
Regulation Name: Image-Intensified Fluoroscopic X-Ray System
Regulatory Class: 11
Product Code: OWB, JAA
Dated: January 27, 2014
Received: February 7. 2014

Dear Dr. van Dam:

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) 1o legally marketed predicate devices marketed in inerstate
commeree prior 1o May 28, 1976, the enactment date of the Medical Device Amendments. or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA),
You may. therefore, market the device, subject to the general controls provisions of the Act. The
general controls provisions of the Act include requircments for annual registration, listing of
devices, good manulacturing practice, labeling, und prohibitions against misbranding and
adulteration. Plcase note: CDRH doces not evaluate information related to contract liability
warranties. We remind you, however, that device labeling must be truthful and not misleading.

If your device is classified (sce above) into cither class I {Special Controls) or class (11 (PMA),
it may be subject to additional controls. Existing major regulations afTecting your device can be
found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may
publish further announcements concerning your device in the Federal Register.

Please be advised that FI2A’s issuance ol a substantial cquivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federul statutes and regulations administered by other Federal agencics. You must
comply with all the Act's requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Part 801): medical device reporting (reporting of medical
device-related adverse events) (21 CFR 803); good manufacturing practice requirements as sct
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the clcctronic
product radiation cantrol provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.
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Page 2 - Klien van Dam, Ph.D.

If you desire specific advice for your device on our labeling regulation (2] CFR Part 801), pleasc
contact the Division of Small Manufacturers, International and Consumer Assistance at its toll-
free number (800) 638-2041 or (301) 796-7100 or at its Internet address
hitp://www.[da.gov/Medical Devices/ResourceslorY ou/Industry/default.him, Also, please note
the regulation entitled, "Misbranding by reference to premarket notification” (21 CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21

CFR Part 803), please go to
(iwww.fda.gov/Medic vices/Safetv/ReportaProblem/delault.htm for the CDRH's Office

of Surveillance and Biometrics/Division of Postmarket Surveillance.

You may obtain other general information on your responsibilities under the Act from the

Division of Small Manufacturers, International and Consumer Assistance at its toll-free number

(800) 638 2041 or (301) 796-7100 or at its Internet address
tp://www.fda.gov/MedicalDevices/ResourcesforYou/Industrv/default.htm.

Sincerely yours,

i)

Janine M. Morris
Director, Division of Radiological Health
Office of In Vitro Diagnostics
and Radiological Health
Center for Devices and Radiological Health

for

Enclosure
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Page 49 of 2882

DEPARTMENT OF HEALTH AND HUMAN SERVICES Form Approved: OMB No. 0910-0120
Food and Drug Administration _ Explration Date: December 31, 2013
Indications for Use See PRA Stalement on las! page.
510(k) Number (if kmown)
K133292
Device Name

Allura Xper series and Allura Xper OR Table series

Indications for Usa (Describe)

The Allura Xper series and the Allum Xper OR Table series (within the limits of the used OR table) are intended for use on human
patients 1o perform:

* Vascular, cardiovascular and neurovascular imaging applications. including diagnostic, interventional and minimally invasive
procedures. This includes, e.g., peripheral. cerebral, thoracic and abdominal angiography, as well as PTAs, stent placements,
embolisations and thrombolysis. ‘ '

+ Cardiac imaging applications including diagnostics, interventional and minimally invasive procedures (such as PTCA, stent placing,
atherectomies), pacemaker implantations. and electrophysiology (EP).

s Non-vascular interventions such as drainages, biopsies and vertebroplasties procedures.

Additionally:
* The Allura Xper and Allura Xper OR Table series is compatible with a hybrid Operating Room.

* Allura Xper FD10 is compatible with specificd magnelic navigation systems.
+ Combined with a qualified. compatible OR table, the Allura Xper OR Table series can be used for imaging in the Hybrid OR within
the opplications domains Neuro, Vascular, Non Vascular and Cardiac. The OR table can also be used standalone for surgical use in the

OR.

Type of Use (Selec! one or both, as applicable)
X Prescription Use (Part 21 CFR 801 Subpari D) [ Over-The-Counter Use (21 CFR 801 Subpart C)

PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON A SEPARATE PAGE IF NEEDED.

FOR FDA USE ONLY
Concurrence of Center for Devices and Radiological Health (CORH) (Signature)}

finb )

FORM FDA 3881 (9/13) Paga‘of; 1N Iatrhsdany Senmee T AS0Ths  PF
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B: III (A) Plot Plan
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B: III (B)
Road Maps and Public Transportation Route
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INSTRUCTIONS

-m The bus stops at this location at listed times.

Look far the column of fimes below the matching symbol in the schedule.
Onily certain trips operate along this portion of the route.
See the schedule for frips that provide service here.

WIEN]  The bus operates express along this portion of the route.

B3

Transfer point, Shows where this bus inlersects with other routes that are

available for transfer,

Actual departure times may vary and depend upon traffic and weather condifions.

The bus stops at the times listed below lhe numbered symbol.
Arrive at the bus stop about § minutes early to avoid missing the bus.

Light times are A.M.; bold fimes are P.M.
The timetable shows when the bus is scheduled to depart.

4 -

- ST

|
opgpen

gttt
L FPRENE

Oagtas

MAIA FARES

*City Swicent Base Fare N0
*County Swtient Base Fare 1]
“Seniors & Individusls wOisabilkies ........ " $0.75
Expross Base Fare 210

MATA D REQUIRED,
ZONE 1 FARE
Basa Fare Plus Additional Zone Fare ......o.vvriveicinn +50.75
(See Route Map for Zone Boundaries)
MULT-RIDE PASSES
Dalty Fstiass. 5355
7-Day FostPoss $15.00
31-Duy FastPass. $50.00
31-Dary Express FastPass, $60.00
*Stuilent Daily FsiPass $2.60
“Stugant 7-Day FastPass $12.00
*Stutient 31-Day FastPass $40.00
*Senior/Disabied® Daily FaSIPESS.......v..iinrrsrmmsismers - 5160
*Senior/Disabled 7-Day FaSIPESS. ..c.ovn.. neccesone o SIS0
*Senior/Disabled 31-Daty FESIPUSS.........cvnnsimimissiian .. 525.00
*Senior/Disabled 31-Day Exprass FasWass ................... 530.00

* MATA 1D REQUIRED. Students in grades 1-12, seniors snd
paaple with disabilities must have a valid MATA 1D to receive the
FastPass af o reduced price. Two Jorms of identification must be
presanted 1o obiain 1D al MATA's Customer Service Center.

(A Medicare card is a valid form of igentification)

Route schedules may be subject to change without nolice.

MATA INFORMATION

3021 AN WY ..o ereimsssiminnssosssesesd ©01) 722-0322
North End Terminal

a4 N. Main Syroel , i) 523-8154
MATA Administrative Offices

1370 Livbe Rond (801) 7287100
R ant) Sehotult IMGRTALON. .................. {901) E70-628R
Lot &g Founid ; ..(001) 523-8154
Commpnts, Complimants, Complsin.............. (DOY) 522175
Wi Stroal Trofey, {@01) 5772840
IVATAQIIE INOITRITON. . ....oor it siessriansians (o) 722-1n
TTY Hearing i Speech INpOned).................(501) 5235207
Lirge print sthetiles are avaiiabie upon requost.

Visit us at: waww.matatransi.oom

Walnut Grove
| SERVING

Baptist East Hospital

Central Librery

Methodist University Hospital
Southwest TN Community College <
University of Tennessee

Medical Center

Downtown Memphis

North End Terminal

St

(901) 274-6282

www.matatransit.com
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C: Need (3) Service Area Maps
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Service Area Map
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C: Need PET Criteria (6) (d)
Physician Order Policy
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THIS REPLACES
INDEX | S-05-051
REVISED | 04/03/06 01/10/06
EFFECTIVE | 01/01/01
PAGE | 1 of2

SYSTEM POLICY

ORIGINATOR: Administration

SUBJECT: Outpatient Orders for Diagnostic Services

PURPOSE: To establish guidelines under which the medical staff can order
outpatient, non-surgical services in a Methodist Healthcare facility.

FUNCTIONS Patient Access Services (including Scheduling, Patient Registration,

AFFECTED: Outpatient Care Center), all ancillary service areas, Health Information

Management (outpatient record department) and Utilization Review.

POLICY: Methodist Healthcare recognizes that federal legislation placed an
affirmative duty on Hospitals and Physicians to document authorization
and medical necessity for outpatient diagnostic services. Failure to abide
by CMS regulations has serious penalties for providers of healthcare,
including the possibility of personal liability for those who do not properly
document and code.

All functions affected must work with Medical staff members and referring
physicians to ensure that the following guidelines are met prior to
procedures being performed:

1. All requests for diagnostic outpatient services (i.e. any test,
procedure, treatment or other service) must be accompanied by a
written, signed and dated Physician order. A Physician or a Nurse
Practitioner may submit this signed order. Rubber stamp signatures
are not acceptable. In the case of recurrent care outpatient
encounters, one order will be valid for 6 months as long as the
physician name, treatment regimen and medical necessity
documentation remains unchanged.

2. Patients arriving for an outpatient diagnostic service for whom an
order has not been sent to Patient Access or the ancillary
department prior to the patients’ arrival, will be asked to wait or be
rescheduled until the order is received by facsimile or other
appropriate means.

In order to ensure compliance for our coding and billing functions, this

policy will be followed for all payer groups (not just our Medicare patient
population).
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C: Need PET Criteria (6) (e) (1)
Medical Director CV
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WILLIAM A. GRAVES, M.D.

1557 Peabody Avenue, Memphis, TN 38104
901-276-8814

EXPERIENCE

Radiologist, July 1999 — Present
Memphis Radiological, P.C., Germantown, TN

Assistant Professor — Department of Radiology, June 30, 2012
University of Tennessee, Memphis, TN

EDUCATION/TRAINING

Fellowship —~ Nuclear Medicine, 2001
Duke University, Durham, NC

Residency — Radiology, 1995-1999
Methodist Hospitals of Memphis, Memphis, TN

Internship - 1994-1995
Methodist Hospitals of Memphis, Memphis, TN

Medical School, 1994
University of Mississippi School of Medicine, Jackson, MS

Undergraduate - B.S., 1990
Mississippi College, Clinton, MS

PROFESSIONAL MEMBERSHIPS

Radiologic Society of North America
American Roentgen Ray Society
Society of Nuclear Medicine

LICENSURE/CERTIFICATION

Tennessee — MD0000029116
Mississippi - 15289

American Board of Radiology, 1999
CAQ Nuclear Radiology
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Nuclear Medicine/
Positron Emission Tomography Department
Medical Director

Job Summary:

The medical director leads the clinical operations of the Nuclear Medicine/Positron Emission
Tomography department. The primary roles are:

1. Developing, with administration and department management, annual and long-term
department goals and objectives.

2. Organizing and monitoring the quality of clinical operations.

3. Balancing clinical quality and economic efficiency according to the hospital and
health care system goals.

As an integral member of the department’s management team, the Medical Director has full
access to all information related to the operation of the department. The Medical Director
entrusts to the department management those issues not directly related to the clinical aspects
of the department. The department management conversely consults the Medical Director on
important clinical issues. By virtue of this relationship, the medical director generally may
allot the bulk of his or her time to clinical care and rely on department management and
teams for day-to-day operations.

The hospital and/or health care system provides the medical director reasonable facilities,
tools and staff to fulfill the outlined duties.

I. Duties and Responsibilities:
Essential Functions
1. Quality and Regulatory

A. Development and implementation of department continuous quality improvement.
This activity includes:

e Participating in quality planning for the department.

e Actively participating in redesign of care processes that reduce errors.
Eliminate unnecessary variation and close the gap between knowledge and
practice.

e Directing the utilization of evidence-based practice within the department and
adapting best practices as appropriate to Methodist Le Bonheur Healthcare
(MLH).

Focusing on data-driven outcome management.
Participating in the review and revision of coordination of care processes
across patient conditions, services and settings.
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e Participating in and promoting the effective use of information technology
among the clinical staff.

B. Actively participate and support System Quality Improvement initiatives.

e Assist hospital management with all preparation for any inspections and on-
site surveys conducted by governmental agencies or accrediting organizations,
including JCAHO and other specialty accreditations, as appropriate.
Fulfillment of this responsibility means that the department will meet the

‘requirement of an inspection at any time.

e Actively participate in the establishment of goals and continuous monitoring

of patient satisfaction data for department

C. Support the medical management process in assuring appropriate use of
resources.

. Operations

A. Participate actively in the development and implementations of cost alignment in
the department.

B. Assess department performance reports and indicators with administration on a
regular basis. Indicators will address department specific quality, service, patient
satisfaction and financial indicators.

C. Participate in timely evaluation of Department Director and other departmental
associates, as appropriate.

D. Assist with facilitating smooth integration of the medial aspects of the department
services with other hospital and/or health system services.

E. Provide ongoing assessment and recommendations for upgrades, replacement or
removal of the department's clinical equipment and technology, in conjunction
with management.

F. Work with hospital administration to provide medical expertise when necessary.

G. Periodically review department clinical policies. Pursue appropriate feedback
regarding department policies and procedures, when necessary.

H. Collaborate with the manager in assessing and recommending off-site resources
or needed patient care services not provided by the department, hospital or health
system.

. Staffing

A. Plan appropriate physician workforce of the department as evidenced by good
accessibility of physicians and reasonable response times to patients, families,
referring physicians and payers.

B. Prepare other physicians to serve as qualified designee in his/her absence and
inform medical administration of the designee.
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II.

IIL.

IV.

V.

C. Recommend annual continuing education goals for the clinical staff (in
compliance with state and national regulations).
D. Attend department staff meetings and help establish times and dates.

. Planning and Business Development

A. Assist administration and department management with the development of
annual department operating goals, objectives and budgets.

B. Participate actively in sessions focused on new business/program development for
the department.

C. Participate in local and regional marketing initiatives. Participate in the planning
and implementation of regional clinics.

Other Important Functions

1. Attends scheduled Medical Directors' meetings.
2. Participates in an annual performance review of goals and achievements.
3. Participate in media training as planned by MLH.

Organizational Relationships

The Medical Director reports clinically to the Chief Medical Officer and the
Medical/Dental Staff structure on clinical issues. He/she collaborates closely with
department management and the appropriate hospital Vice President on
administrative and general issues. Within the relationship, the Medical Director relies
on the department management to implement administrative decisions, such as
employee actions, commitment of hospital resources, etc.

Qualification - Education and Experience

e Board certified in Nuclear Medicine or Diagnostic Radiology with additional
training and experience required to perform duties as assigned.

e A member in good standing at all times of the MLH Medical Staff.
Participation in continuing education and informational meetings required to
maintain current skills in his or her capability as Medical Director.

STATEMENT OF NONINCLUSIVITY:

This job description is not to be construed as a complete listing of the duties and
responsibilities that may be given to any Medical Director. The duties and
responsibilities outlined in this position may be added to or changed when deemed
appropriate and necessary by the person who is supervisorily or managerially
responsible for this position.
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January 17, 2016

Tumer Construction Company
5300 VEginia Way
Brentwood, TN 37027

phone: 615-231-6300

fax: 615-231-6301

Methodist University Hospital
Attn: Mr. Richard Kelley

1265 Union Ave

Memphis, TN 38104

RE: MUH Campus Master Plan - Estimate
Methodist University Hospital

To Whom It May Concern:

We have prepared a current cost estimate on the Methodist University Hospital located in Memphis, TN.
We have reviewed the program and believe that this representation of the scope for this project based
on current market conditions, historical data, and schematic architect’s documents at this stage will be
sufficient for this project. Turner Construction as the Nation’s largest Healthcare builder has completed
hundreds of projects similar in scope. We have used this historic cost database as a basic of our estimate.
Some Tennessee projects that we have used for comparison are the Cookeville Regional Medical Center
new patient tower and Vanderbilt Children’s Hospital expansion schedule to start this year. We have also
looked at 5 other project that are similar in size and scope that we have completed in the last 5 years
across the United States. We have included escalation based on our experience and what the market is
forecasting until this project begins. The following is our estimated cost:

Sitework - $4,850,000
Building Demolition ~ $1,900,000
Building Construction - $172,150,000

The above includes 3% escalation until the project begins construction.
Working with HKS Inc., this facility will be designed in accordance with all applicable codes, regulations
and guidelines required and in accordance with the equipment manufacturer’s specifications at the

proposed location of the PET, iMRI and Linear Accelerator units on the Methodist University Hospital
campus.

Should you have any questions or need any clarifications regarding this information above, please feel
free to contact me.

Sincerely,

@ﬂw@

Andy Davis
Project Executive
Turner Construction

CC: Chuck Lane (MUH), Marty Keith (MUH), Dave Rosenbaum (MLH), Tom Briggs (HKS)
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Equipment >$50,000

iMRI systems

Linear Accelerator

Optimize Hybrid OR Imaging
Skytron Surgical Lighting System
Maclab Hybrid OR

Hyrbid Suite

Injector

Navigation System Allocation
Chemistry Analyzer
Hemotology Analyzers
Automated DNA Extractor
PCR Equipment Aliocation
Blood Irradiator

R&F Room

Pharmacy Carousel
Automated Chemistry Line
Automated Hemotology Line
Immunoassay Analyzer
Serology Analyzer
Electrophoresis Analyzer
Cellavision Analyzer
Coagulation Analyzer

Flow Cytometer

iMRI Systems Surgical Instruments
Anaerobic Chamber

Urine Analyzer

Dispensor, Medication
Centralized RO

Critical Care Patient Bed
Perfusion Pumps

OR Integration System Allocation
Video Tower Allocation

MRI Contrast Injector

Stress Test Treadmill

Hot Lab Hood

Blood Culture Analyzer

Equipment

Qty Unit Cost Cost
1 3,959,767 3,959,767
1 2,636,000 2,636,000
1 1,972,443 1,972,443
1 135,910 135,910
1 229,494 229,494
1 230,000 230,000
1 25,000 25,000
1 500,000 500,000
2 500,000 1,000,000
2 500,000 1,000,000
2 500,000 1,000,000
2 500,000 1,000,000
1 500,000 500,000
2 350,000 700,000
3 250,000 750,000
1 250,000 250,000
1 250,000 250,000
2 250,000 500,000
2 250,000 500,000
2 250,000 500,000
1 250,000 250,000
2 250,000 500,000
2 250,000 500,000
1 150,000 150,000
1 150,000 150,000
2 100,000 200,000
10 80,000 800,000
1 60,000 60,000
30 55,000 1,650,000
6 50,000 300,000
20 50,000 1,000,000
15 50,000 750,000
2 50,000 100,000
1 50,000 50,000
2 50,000 100,000
8 50,000 400,000
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Methodist.

Healthcare

February 10, 2016

Melanie Hill

Executive Director

Tennessee Health Services and Development Agency
Andrew Jackson Building

502 Deaderick Street, 9™ Floor

Nashville, TN 37243

Dear Ms. Hill:

This is to certify that Methodist Healthcare — Memphis Hospitals has adequate financial
vesources for the Methodist Healthcare — University Hospital Onsite Replacement and
Modernization project. The applicant, Methodist Healthcare-Memphis Hospitals, is a
not-for-profit corporation that operates five Shelby County hospitals under a single
license. The applicant is a wholly-owned subsidiary of a broader parent organization,
Methodist Healthcare, which is a not-for-profit corporation with ownership and operating
interests in multiple other healthcare facilities of several types in West Tennessee. Cash
is held at the corporate level. Methodist Healthcare has available cash balances to
commit to this project. The capital cost of the project is estimated at $280,000,000.

Sincerely,

O M

Chris McLean
Executive Vice President and Chief Financial Officer

1211 Union Avenue « Memphis, Tennessee 38104 ¢ 180vw.methodisthealth.org
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OTHER REVENUE AND EXPENSES

Other Operating Revenue:

Other Expenses:

Other Revenue/Expenses:

Project Data Chart

Other Operating Revenue:

Cafeteria

Drugs

Telephone rental
Vending

Office Rental

Ground Transportation
Fix Wing

Grants

United Way Grants
Misc. Income

Benefits

Repairs and Maintenance
Professional Fees
Contract Services
Accounting/Auditing Fees
Legal/Consulting Fee
Advertising

Dues and Subscriptions
Education/ Travel

Utilities

Insurance

Food services

Laundry Services

Print Shop

Telephone

Transcription

Academic Support
Contributions
License/Accredidations Fees
Postage/Freight
Procurement Card Exp

Capital Campaign Funding
Interest income
Gain/Loss on Disposal of PPE

Cafeteria

Drugs

Gift Shop

Telephone

Vending

Shared Svc
Tuition/Student Fees
Office Rentals
Parking

340b Program
HealthSouth

Trauma Fund

Rental Income
Transp (ground & fixed wing)
Gamma Knife
Grants

Other
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C: Economic Feasibility (10)
Financial Statements
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METHODIST LE BONHEUR HEALTHCARE

BALANCE SHEET
UNAUDITED ($000's) CURRENT
DECEMBER, 2015 MONTH
ASSETS:
CURRENT ASSETS:
CASH & TEMPORARY INVESTMENTS:
UNRESTRICTED 968,233
RESTRICTED 22,304
TOTAL CASH & TEMPORARY INVESTMENTS 990,537
ACCOUNTS RECEIVABLE:
PATIENT : 825,157
ALLOW FOR DBTFUL ACCTS & CONTR ADJ 608,806
NET PATIENT ACCOUNTS RECEIVABLE 216,351
MEDICARE / MEDICAID PROGRAMS 0
PLEDGE CAMPAIGN 3,161
OTHER 30,487
TOTAL ACCOUNTS RECEIVABLE 249,999
INVENTORIES 30,548
PREPAID EXP & OTHER CURRENT ASSETS 10,808
ASSETS LIMITED TO USE-CURRENT PORTION 650
TOTAL CURRENT ASSETS 1,282,542
ASSETS LIMIT TO USE-LESS CURR PORTION 36,485
PROPERTY PLANT & EQUIPMENT-NET 932,838
UNAMORTIZED DEBT ISSUE COSTS 10,708
SWAPS MARKET VALUE 0
PLEDGE CAMPAIGN-LONG TERM 4,861
OTHER ASSETS 36,279
TOTAL ASSETS 2,303,713
LIABILITIES AND NET ASSETS:
CURRENT LIABILITIES:
ACCOUNTS PAYABLE 112,598
ACCRUED PAYROLL & PAYROLL TAXES 30,268
ACCRUED PTO 38,242
ACCRUED SELF INSURANCE COST 15,685
ACCRUED INTEREST 4,452
OTHER ACCRUED EXPENSES 3,618
MEDICARE / MEDICAID PROGRAMS 100
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LONG TERM DEBT-CURRENT PORTION

TOTAL CURRENT LIABILITIES

LONG TERM DEBT LESS CURRENT PORTION
ACCRUED PENSION LIABILITY

HPL LONG TERM RESERVE

SWAPS MARKET VALUE

OTHER LONG TERM LIABILITIES

MINORITY INTEREST

TOTAL LIABILITIES

NET ASSETS:
UNRESTRICTED
TEMPORARILY RESTRICTED
PERMANENTLY RESTRICTED
TOTAL NET ASSETS

TOTAL LIABILITIES AND NET ASSETS

17,046

222,009

551,528
112,841
11,210
68,773
4,247
2,190

972,798

1,305,124
22,150
3,641

1,330,916

2,303,713
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METHODIST LE BONHEUR HEALTHCARE
INCOME STATEMENT

UNAUDITED ($000's)

DECEMBER, 2015

Revenues

Gross patient service revenues
Deductions from revenue
Net patient service revenues

Other Operating Revenue
Other Non-Operating Revenue

Total revenues
Expenses

Salaries and benefits
Supplies and other
Depreciation and amortization
Interest
Other

Total expenses

Net Income

$ 6,345,011
4,628,840
1,720,171

136,301
(5,232)

1,851,240

876,744
737,976
106,027
17,185
31,091
1,706,841

$ 144,399
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METHODIST LE BONHEUR HEALTHCARE AND AFFILIATES
Combined Financial Statements
December 31, 2014 and 2013
(With Independent Auditors’ Report Thereon)
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2z I

Triad Centre |

Suite 450

8070 Poplar Avenue
Memphis, TN 38119-3901

Independent Auditors’ Report

The Board of Directors
Methodist Le Bonheur Healthcare:

We have audited the accompanying combined financial statements of Methodist Le Bonheur Healthcare
and Affiliates (the System), which comprise the combined balance sheets as of December 31, 2014 and
2013, and the related combined statements of operations, changes in net assets, and cash flows for the years
then ended, and the related notes to the combined financial statements.

Management’s Responsibility for the Financial Statements

Management is responsible for the preparation and fair presentation of these combined financial statements
in accordance with U.S. generally accepted accounting principles; this includes the design, implementation,
and maintenance of internal contro! relevant to the preparation and fair presentation of combined financial
statements that are free from material misstatement, whether due to fraud or error.

Auditors’ Responsibility

Our responsibility is to express an opinion on these combined financial statements based on our audits. We
conducted our audits in accordance with auditing standards generally accepted in the United States of
America. Those standards require that we plan and perform the audit to obtain reasonable assurance about
whether the combined financial statements are free from material misstatement.

An audit involves performing procedures to obtain audit evidence about the amounts and disclosures in the
combined financial statements. The procedures selected depend on the auditors’ judgment, including the
assessment of the risks of material misstatement of the combined financiat statements, whether due to fraud
or error, In making those risk assessments, the auditor considers internal control relevant to the entity’s
preparation and fair presentation of the combined financial statements in order to design audit procedures
that are appropriate in the circumstances, but not for the purpose of expressing an opinion on the
effectiveness of the entity’s internal control. Accordingly, we express no such opinion, An audit also
includes evaluating the appropriateness of accounting policies used and the reasonableness of significant
accounting estimates made by management, as well as evaluating the overall presentation of the combined
financial statements.

We believe that the audit evidence we have obtained is sufficient and appropriate to provide a basis for our
audit opinion,

KPMG LLP & o Dslavare |mied ilabllity parinacship,
the U8, member firm of KPMG Intomntianal Cooparative
("KPME Intsmational”), a Suiss enlity.
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Opinion

In our opinion, the combined financial statements refetred to above present fairly in all material respects,
the financial position of Methodist Le Bonheur Healthcare and Affiliates as of December 31, 2014 and
2013, and the results of their operations and their cash flows for the years then ended in accordance with
U.S. generally accepted accounting principles.

KPMe P

Memphis, Tennessee
April 30, 2015
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METHODIST LE BONHEUR HEALTHCARE AND AFFILIATES

Combined Balance Sheets
December 31, 2014 and 2013
(In thousands)
Assets 2014 2013
Current assets:
Cash and cash equivalents $ 130,129 35,310
Investments 780,462 718,974
Assets limited as to use — current portion 766 962
Net patient accounts receivable 214,034 210,819
Other current assets 61,693 57,374
Total current assets 1,187,084 1,083,439
Assets limited as to use, less current portion 36,897 39,495
Property and equipment, net 901,383 901,227
Other assets 59,036 60,639
Total assets $ 2,184,400 2,084,800
Liabilities and Net Assets
Current liabilities:
Accounts payable $ 53,585 65,912
Accrued expenses and other current liabilities 101,698 93,486
Due to third-party payors 43,629 13,551
Long-term debt — current portion 15,464 15,637
Total current liabilities 214,376 188,586
Long-term debt, less current portion 568,599 584,454
Estimated professional and general liability costs 18,511 17,304
Accrued pension cost 118,512 49,328
Other long-term liabilities 73,927 55,694
Total liabilities 993,925 895,366
Net assets:
Unrestricted 1,159,676 1,158,133
Temporarily restricted 24,597 23,103
Permanently restricted 3,704 3,504
Total net assets attributable to Methodist
Le Bonheur Hezalthcare 1,187,977 1,184,740
Noncontrolling interests 2,498 4,694
Total net assets 1,190,475 1,189,434
Commitments and contingencies
Total liabilities and net assets $ 2,184,400 2,084,800

See accompanying notes to combined financial statements,
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METHODIST LE BONHEUR HEALTHCARE AND AFFILIATES

Combined Statements of Operations
Years ended December 31, 2014 and 2013
(In thousands)

2014 2013
Unrestricted revenues and other support:
Net patient service revenue $ 1,721,566 1,653,966
Provision for uncollectible accounts (155,629) (154,171)
Net patient service revenue less provision
for uncollectible accounts 1,565,937 1,499,795
Other revenue 87,499 69,719
Net assets released from restrictions used for operations 12,154 12,781
Total unrestricted revenues and other support 1,665,590 1,582,295
Expenses:
Salaries and benefits 817,920 773,371
Supplies and other 661,492 634,842
Depreciation and amortization 102,826 89,108
Interest 26,798 25,874
Total expenses 1,609,036 1,523,201
Operating income 56,554 59,094
Nonoperating gains (losses):
Investment income, net 36,555 40,979
Change in fair value of interest rate swaps (20,524) 33,256
Unrealized gain on trading securities, net 5,653 39,536
Impairment of land (882) —
Total nonoperating gains, net 20,802 113,771
Revenues, gains and other support in excess of
expenses and losses, before noncontrolling interests 71,356 172,865
Noncontrolling interests (1,548) (1,646)
Revenues, gains and other support in excess of
expenses and losses 75,808 171,219
Other changes in unrestricted net assets:
Accrued pension cost adjustments (75,385) 133,080
Other e 42
Net assets released from restrictions used for capital purposes 1,120 1,653
Increase in unrestricted net assets $ 1,543 305,994

See accompanying notes to combined financial statements.
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METHODIST LE BONHEUR HEALTHCARE AND AFFILIATES
Combined Stetermnents of Changes in Net Assets
Years ended December 31, 2014 and 2013

Balinees at December 31, 2012

Revenues, gains and other support in excess of
expenses and losses

Distmbutions to minority shareholders

Accrued pension cost adjustments

Other

Dunor-restricted gifts, prants, end bequests

Investment income, net

Net assets relonsed from restrictions used for operations

Net assets released from restrictions used for
capital purposes

Changg in net assets
Balnnces at December 31, 2013

Revenues, gains and other support in excess of
expenses and lossey
Distributions to minarity shereholders
Accrued pension cost adjustments
Donor-restricted gifts, grants, and bequests
Investment incomse, net
Net pssets released from restrictions used for aperations
Net assels released from restrictions used for
capital purposes
Change in net assets

Balances at December 31, 2014

See accompanying notes to combined financial statements,

$

$

(In thousands)
Temporarily Permanently Noncontrolling
Unrestricted restricted restricted Interests Total

852,139 20,282 3351 4,722 880,494
171,219 - — 1,646 172,865
- — — (1,674) (1,674)
133,080 — — — 133,080
42 — — —_ 42

— 16,432 153 — 16,585

— 823 — — 823
— (12,781) ‘ — — (12,781)

1,653 (1,653) — = =
305,994 2,821 153 (28) 308,940
1,158,133 23,103 3,504 4,694 1,189 434
75,808 — — 1,548 77,356
— — — (3,744) (3,744)
(75,385) — — . (75,385)
— 14,138 200 -—_ 14,338

— 630 — — 630
— (12,154) — — (12,154)

1,120 (1,120) = == bl
1,543 1,494 200 (2,196) 1,041
1,159,676 24,597 3,704 2,498 1,190,475
]
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METHODIST LE BONHEUR HEALTHCARE AND AFFILIATES
Combined Statements of Cash Flows
Years ended December 31, 2014 and 2013

(In thousands)
2014 2013
Cash flows from operating activities:
Change in net assets $ 1,041 308,940
Adjustments to reconcile change in net assets to net cash provided
by operating activities, net of effects of acquisitions:
Depreciation and amortization 102,826 89,108
Unrealized and realized gains on trading securities, net (17,856) (56,177)
Change in fair value of interest rate swaps 20,524 (33,256)
Provision for uncollectible accounts 155,629 154,171
Restricted contributions and investment income (993) (1,142)
Equity in net income (loss) of equity investees 4,238 (1,668)
Impairment of land 882 —
Gain on disposal of property and equipment (127) 45
Accrued pension cost adjustments 75,385 (133,080)
Changes in operating assets and liabilities:
Accounts receivable (158,844) (174,888)
Other current assets (4,195) (7,708)
Other assets (4,085) (5,091)
Accounts payable, accrued expenses and due to
third-party payors 30,559 6,114
Other long-term liabilities, estimated professional and
general liability costs and accrued pension costs (7,285) (22,770)
Net cash provided by operating activities 197,699 122,598
Cash flows from investing activities:
Capital expenditures (108,093) (166,824)
Proceeds from sales of property and equipment 967 245
Sales of investments and assets limited as to use 1,283,430 1,422,011
Purchases of investments and assets limited as to use (1,264,268) (1,397,359)
Purchase of businesses (624) ~(2,521)
Net cash used in investing activities (38,588) (144,448)
Cash flows from financing activities:
Proceeds from issuance of long-term debt 423 —
Repayment of long-ferm debt (15,708) (15,659)
Restricted contributions end investment income 993 1,142
Net cash used in financing activities (14,292) (14,517)
Net increase (decrease) in cash and cash equivalents 94,819 (36,367)
Cash and cash equivalents at beginning of year 35,310 71,677
Cash and cash equivalents at end of year $ 130,129 35,310

See accompanying notes to combined financial statements.
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C: Orderly Development (1)
List of Managed Care Contracts
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C: Orderly Development (6)
List of Clinical Affiliations
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- Methodist Healthcare
Clinical Affiliation Agreements

Atkansus Northeaswern Colleye

Arkansas State Umiversity

Atkanisas State University

Arkansas State University

Avbuen Uniiversity

Baptist College of Health Sciences

Baptist College of Health Sciences

Baylor University

Dellarmine University

Relmont Limversity

Berhel College

‘Christian Brothets Uniiversity

College ol Health Professions

Coneotrde Career College

Cancorde Career Institute

Concorde Cireer Lustitute

Concorde CareerInstituie

Creighton University

Crichton Collége Memphis

Deaconess College of Nursing, I.P,

Delta State University

East- Arkunsas Conunmunty College

Fast Testhessee State Universi ity

Elon College

High-Tech Tnstitule-Memphis

Liawamba Communety Colleye

James Madison University

Loma Linda tmiversjty

L.ouisiana State University Health Scicnces Center -Scheel of
Alhied Health Professions

LU Health Sciences Center

Medical University of South Carolina
Mississippi University For Women
Remington College Memphis

Morthcast Lonisiata University

Northwést Mississippi Community College
Northwest Mississippi Comtuunity College
Northwest Mlssmxl;:lpl Community College
Ouarka Tectmical College

Radiographirs

Rackhuist University

Suivit Louis Uiiiveisity, Dept.of Physival Therapy
Southwest Baptist University

Southwest Tennessee ('ommm“t\r College
Southwest Temnnessee {‘ounmnuy Cnllege
State of Colorado, Departtient of Higher Education-state Roard
For Community Colleges and Occupational Education
Teonessee State University

‘Terméssee Technology Center At Covmgtlon, Munfard Campus
Tennessee Techn elogy Center at Memphis
Tenngssee Technology Center at Mempivis
Termessee Techhology Center at Mémphis
The LImversity of Tennessee

Union University

University of Findlay

Cniversity of Metnphis

Tiniversity of Memphis

Clinical Affiliation Agreement / Nursing Admin
Clinical Mﬂlanen Agmemem! Nursing Eduicaton
Clinica! Affiliation: hgrcement.f Laberatory
Clinical Affiliation Ajprcement / f Allied! Heahb,‘Phys:cat Therapy
Clinical Affiliation Agrcement / ‘dmmg Admin
Clinical Aﬂﬁ:atmn -Agreement ! Radiation The.r&pv
Chnical Affiliation Agreement / Nursing Fducation
Clinical Affiliation’ Agreement / Speech Pathology
Clinical Affiliation Agreement / Physical Thevapy
Clinical Affiliation Agreement / Physical Therapy
Clinical Afhliation Algreement / Hducation
Climical Affiliation Agrecment f LEAD

Clinical Affllistion Agresment / Nursing Admin
Clinical Affiliation Agreement /- Administration
Clinical Affiliation Agreemsnt /. Phan'.lmc)-

Clinical Affiliation-Agrcement / Nursing Educalion
Clinical Affiliation Agreement /Respiratory Care
Clinical Affilistion Apreernent ! Physical Therapy
Clinical Affiliation Agreement / Nursing Admin
Clinical Affiliation Agreement / Nursing Fducation
Clinical Alliliation Agreement / Nursing Admun
Clinical Affiliation Agreermncnt / Nursing &dmin
Clinical Affibalion Agreement? Physical Therapy
Clinical Affiliation Agreement ¢ Physical Therapy
Clinical Affiligtion Agreement / Surgery { OR
Clinical Affiliation Agreement / Physical Therapy
Clinical Affiliation Agreement / Rehibilitation Services
Clinical Affiliation Agrecmnent # Physical Therapy

Clinical Affiliation Apreement / Edication

Chinical Affiliation Agreement ! Ailministration

Clinical Affiliation Agteement/ Rehabilitation Services
Clinical Affiliation Agreement /  Nnrsing Admin

C| linical Affiliatiun Agreement f Education

Clinical Affiliation Agresment ! Physical ‘Therapy
Clinigal Affiliation Agreement / Nursing Admin
Clinical Affiliation Agracmmt / Emergency Department Adiin
Clinical Affiliation Agreement § Respiratory Care
Climeal Affiliation Agreement ! Physical Therapy
Clinical Affiliation Agrcement / Rehabilitation Scrvices
Clinical Affiliation Agrecment { Réhabilitation Services
Clinical Affiliation. Agreement / Physical Therapy
Clinical Affiliation Agreenent / Physical Therapy
Clinical Affliation Agrooment / Labordtory

Clinical Affiliation Aggecent / Emergency Department

Clinical Affiliation - Agreement ¢ Physical Therapy

Clinical Affiliation Agreement/ Physical Therapy
Clinical Affiliation Agreement ¢ Nuorsing Admin
Clinical Affiliation Agreement / Education

Ciinical Alliliation Agrecmuent / Surgery ! OR
Clinical A ffilistion Agreement ¢ Nutsing Fiducation
Clinical A filiation Agreement/ Nursing Education
Clinical Atfiliation: Aurecment Nursing Admin
Clinical Affiliation Agreement / Physical Therapy
Clisiical Afitliation Agreement / Nursing Education
Clinical Affiliation Apreement / Bducation
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- Methodi‘st Healthcare
Clinical Affiliation Agreements

University of Memphis Clinical Affiliation Agreement / Physical Therapy
University of Mcmphis Clinical Affiliation Agreement / Audiology

University of Mississippi Clinital Affiliation Agreement / Pharmacy

University of Mississippi Clinical Affiliation Agreement / Speech Pathology
Uriiversity of Mississippi Medical Center Clinical Affiliation Agreement / Phymwl ‘T'hmtpy
Emiversity of New Humpshire Clinical Affiliation Agreement / L

Uniiversity of North Florida Clinical Affiliation Agmclmut ! l’hyslcal Thm'xpy
University of South Alabama'School of Nutsing Clinical Ambauun Agreement i Nursmg Adoun & Bducation
University of Southern Mississippi Clinical Affiliation Agreement / Speech Pathology

University of St. Augustine for I1ealth Science Institute of

Occupationat Therapy Institate of Physical Therspy Clinical Affiliation- Agreement ! Ihysical Therapy

Unjversity of Tenuesses Clinieal Affiliation Agreement ! Corporate Affuirs
University of Tennesses , Climical Aflilistion Agresment ¢ Nursmg Adnain
University of Tennessce Clinical Affiliation Agreement / Phanmacy
Uiniversity of Tennessée Clinical Affiliarion Apreement / Phyical Therapy
Ul?'l_ii\'_é;fs'ity of l'ennessee Clinical J\fﬁ]‘iaﬁ.ﬂi’l Agreement S .Fa.ﬂlc'lbg.)-
University of Tennessee at Chattanooga Clinicat Alfilistion Agreement ¥ LEAD
University of Teonessec at Challanooga Clinical Affihation Agreement / Physical Thetapy
Upiversity of Tennessee Health Scighce Center Clinical Af¥iliation Agreement / Occupational Therapy
University ol ltnnessee Health Scicuce Center Clinical Affiliation Agrcement / Nursing Education
UT Medical Ciroup. Inc Clinical Affiliation Agrecment ¢ Surgery { OR
Vanderbilt University Clinical Affiliation Agreement ¢ Nursing Admin
Vanderbilt Uijvarsity Clinical Alfiliation Agreenent / Speech Pathology
Washington University School of Medicine Clinscal Affiliation Agreement - Physical Therapy
Kavier University Clinical Affiliation Agreement / Physical Therapy
184
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C: Orderly Development (7) (C)
License from Board of Licensing Health Care Facilites
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FBoard for Licensing Bealth Care Facilities

; 30,
J@ Wennessee

State a

Um_u>m._._<_m2._. O_u HEALTH
Shs iv lo cotlifyy, Kat o lowmse & hisely pranit Gy o Dot Dihasiment of Hooll &

0000000109
No. of Beds _15R3

METHODIST HEALTHCARE - MEMPHISHOSPITALS bo conduct and mainiain @
Hopilal METHODIST HEALTHCARE - MEMPHIS HOSPITALS
CBovtedt at 1285 UNION AVENUE, MEMPHIS
Countyy of SHELBY , Somnesoce,
%g shall agfhire SEPTEMBER 14 J 6, ond & sudjoct

b tho provisions of Claptor 1, Sonmesseo Codo Hnnolated. g?&t&i%i

and shall o sulfoct lo rvocalion at any lme by to Slate Dipartment of Heallh] for failins lo complyy with the

o Qitnoss WWhoroof, wo Kave Horoomls- s0t 0w hand and seal of the Dhats this__ 23D doy off __JULY ,_2ms .
T o Phodinet fa@\ ot PEDIATAIC, PRIMARY HOBPITAL

N\‘M.v. \\wrlrdx!

DIRECTOR, DIVISION OF HEALTH CARE FACILITIES

g O a&»

i.mmqo_mx

S




C: Orderly Development (7) (d) (1)
TDH Licensure Survey and Plan of Correction
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FEB 22 &,

STATE OF TENNEGSEE
DEPARTMENT OF HEALTH
WEST TENNESSEE MEALTH CARE FACILITIES
781-B AIRWAYS BOULEVARD
JACHSON, TENNZSSEE 323045203

February 13, 2008

Ms. Peggy Troy, Administrator
Memphus Healthcare Memphis' Hospitals
1211 Union Avenue, Ste 700

Memphis, TN 38104

RE: Licensure Surveys

Dear Ms. Troy:

On January 17, 2008, licensure surveys were completed at your facility, Your
plans of comection for these surveys have been received and were found 1o be

acceptable.

Thank you for the consideration shown during this survey,

Sincerely,

ﬁ\__ i ‘ol
Celia Skelley, MSN, RN W
Public Health Nurse Consultant 2
CES/TTW
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STATE OF TENNESSEE
DEFARTMENT OF HEALTH
WEST TENNESSEE HEALTH CARE FACILITIES
781:B AIRWAYS BOULEVARD
JACKSON, TENNESSTE 38301-3303

Janyary 29, 2008

Ms. Paggy Troy, Admmistrator ,
Methadist Heaithcare Memphis Hospials
1211 Union Avenue, Ste 700

Memphis, TN 38104

AE: Licensiure Surveys

DaarMs, Troy:

Enclosed is the statement of deticiencies for the livensure survays completed at your facility on January 17, 2008. Based
upon 1200-8-1, you are asked to submlt an accepiabie plan of correction for achieving compliance with compietion dates
ane signature within ten {10) days from ihe date of this letier:

Please address saah deficiency separately with positive and specific statements advising this offica.of a pian of correction
that includes acceptable time scheduie, which will lead 1o the cormeciion of the cited deficiencies. Entar on the right side
of the State Form, opposite the deficiencies, your planned action to corrgct the. deficiencies and the expsctsd

completion dave, The compietion date can be na longer Ihan 45 days from the day of survey. Before the plan ¢an be
considered "acceptable,” it must be signed and dated by the administrator

Your pian of correction must sontain the foliowing:
> How the deficiency will be comected;

How the facility wil prevent the same deficiency from recurrirg.

L

» The date the deficiency will be corracted;

How.onpoing compliance will be moritored:

Please b advisad that under ine distiasre ot survey informaiion pravisions, ihe Stalement of Deficlencies willbe
available to the punliz, : =

i assistance is needed, please fesl froe W call e at 731-421-511%,

Sincerely,

Caira Skelley, MSN, RN
Fublie Heelth Consuftant Nurse 2

Camw

-
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PRINTED: €1:25/2008

FORM APPROVERD
STATEMENT OF DEFICIENSES |1 pROVIDERISUPPLIERIGLA 1X2) MULTIPLE CONSTRUSTION X31 DA”E SURVEY
AND PuAN OF CORREGTION ' ARG NUM e e tEN y giimi GOMBLETED
ND PuAN OF GO IDENTIHEATCN NUMBER A QUITING B WEtoRsDeT N
B WING . :
TNP531108 07/16/2008

| NEME ©OF PROVIDER DR SUPSLIER

METHDDIST HEALTHCARE MEMPHIS: HOSPIT

STREET ADDREBRS CITY. SCATE 2IP LODE

1265 UNION AVE SUITE 700
MEMPHIS, TN 38104

. @nd maintained to ensurethe safety of the
' patient.

~This Rule is not met as evidenced by,

| Methodist Narth

Based on ohservation, it was detarmined that the
facility falled to maintain'all parts of the buiiding.

i The findings inchided;

i On 1/16/08 these items were found during the
tour of the buiding-

. a. On the Sthflonr a sprinkler head defector was

. Yound hent by room 511 i the corridor

i b. On the 4th fior the oxygen ‘storage room doar

| wauld not close and |atch,

¢. On the 3rd fioor & panetration was found

| o | HUMMARY STATEMENT OF DEFIGIENCIZS o _PROVIDER'S PLAN OF CORRECTION o
PREFIX [EATH DEFICENDY MUST BE PRECEDIDBY FuLE FREFIX I (EAZH DORREZTIVE ACTION SHOULD BE . COMPLETT
TAG | REGULATODRY OR LT INENVEYING INFORMATION) TAG CROSS-REFERENCED TG THE APPROPRITE DATE
| | i DEFICIENLY] '
H~:-ar~1| 1200-8:%-.08 {1} Buildifig Standiards Ha? Purldmg- Standards |
i {1) The hospttal must be canstructed, arranged, &. Sprinkler head was repaired. {',1:‘,2-3;03
i

A full inspectian of corrider sprinkler heads
was completad on 024062008 with findings
f 7 bent heads from @ total of 278
mspected. These sprinkier heads will be
aplaced by March 7th. :
. Door laleh was replaced.
ndom fire doos inspections will continue to 014117108
nsure that all fire doces are included in the |
rogram and not justthose that:are located in |
he haliways at fire barriers. .
]
. Repaired penetration, -'
We believe this 1o be an Isotated occurrence P“ 16/08
asno other penetrations were found. '
fontinue quarierty random panetration |
spections and annual full buflding
eation inspections.
!
Changed hand raii (o wall guard. 1']1 122108

! around the duct above the ceiling by roam 308. ,
" d. On the 2nd floor at the entrance of the Cath fab ill inspact elevator service iobbies for best
| by the elevators the hand rail had cams lose from lication of wal guard versus hand rails |
' the wal and change as appropiiate.
e. Onithe 2nd fioor the fire doors(2-FD.222) at _ ) 41
the-entrance of the Cath Lab did not close and ; Doct lakch was repaired:on /1708
- lateh, antinue @ntar fire door inspections and |
1. On the 2nd finor at the Cardiac Short Staya | oure that allfre doors are included i the |
hale in the wali was found behind the fire door, | POSR:
§.On the st floor in the O R Praop holding, The holei _
et Rl ; ut - The holgin. the wall has been repaired.
: :;neraasge was being stored In the patient holding This appeared to an isclsted incident, whicn 01718/08
o _ _ : ¢ et very recently, An inspection of
i h. In the Newborn Instension Gare has 2 of 3 poourrec very recenilly, An inspection of
| Emergency lights tnat did not work when tested, Erg.f:;"fh[f: o aan bk open.
I. The door to the oxygen storage room (140} did b Tis was the only door with an |
not close and latch. _ ' ’
i- Thie: smoke detector dutside the Dialysis room
is approximately 12 inches from the susiply vant
‘fram-the air condifioner, |
Divigion of Healtn Caze Faciites '
' ' TITLE {RRYDATE
LABORATORY DIRECTOR'S OR PROVICERISUPPLIER REPRESENTATIVE'S SIGHATURE
STATE FORM - VGI4g21 IF continuation sheet, * al 2
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PRINTED: 01/25:2008 -

FOIMAFPROVED
.ghﬁt&mEﬂN T'__C_)C QREJ.'E“E,';Z',‘E"‘ e mmnem_u;jPL!Em:.m P‘?i MULTIPLE CONSTRUCTION X8y ga‘l‘;% é.f:l;ﬂ
AND PLAN OF CORREL IDENTIFICATION NUMBER ta aunbme 03 METHODIST NORTR BUIL A ETE
. 8 WING .
TNP53110% . = _ — : 011672008
§ HAME OF PROVIDER OR SUPILIER | STREE™ ABDRESIS, CITY. STATE!ZI® CONE, b ) j
1265 UNION AVE SUITE 7
METHODIST HEALTHCARE MEMPHIS HOSPIT | W BN AWESUITE 700
24 o TSUNMARY STATEMEN™ OF DEFICIENCIES T B ) T PHOVIDER'S PLAN OF DORRECTION . s
BRE=IX | {EACH DEMCIENGY. MUST B PRCTEDCD 8Y FULL 2MEFIE | IEASH CORFECTIVE ACTION SHOULD BE | compEr:
TAG | AEGLLATORY OR LSC DENTIFYING INFORMATION) 4 TAG . CROSS-HEFERENGED 7O THE APFROPRIATE . DHTL
| I BEFIGENCY) |
H 871 | Contiriued From page1 L her | Commued-fom page 1 i
1
| k. Inthe igsement 3 tables, & scteen and a smal g Supplies were immedintely romoved duiing ©1/16/08
meial cart are sitting in-the coridor of the medical the sutvey. 4 g
recards inannaunced randam inspeciions witl be
* conducted and documientad by Sataty |
| Faclities Services at least monthly in this |
_— - ol sdh
! Mathodist South, No Deficiencies ared 10 ensure ‘compliance for the riext 3
_ months. Any deficiencies will be ifmediately
Methodist kiniversity Hospitaf, No Defitiencies corectad aml in-service training will be
o o ’ ’ immed)ately provided t¢ department
| Mathodist Grmantown Hospital. No Defziencies persannel. B
i h- Emergency lights wete replacad , 1i21/08
| g:;hodﬁt Behavioral Health Hospital, No Testing o He batiery powered ligtits wil
ciencies | ocawron @ mt:mthly basis.
; Meihedist Lebonheur Chiirens Hospital, hio I, Doer lalch was repiscad, .
Deflcienclns Confinue random fira door inspeclions and (01117008

] ensure thal all fire doors are included in the
program and nol just those that as lonsted n
tha hallways at fire barmiers,

gy = =

| j. Smoks detector was immedistely movad on '“ 1608
| the day of the Ingpaction,
As we find smoke detectors-within 3 feet of a
’ supply / raturn diffusers, we will move tham.
| We aware of this reguirement for all rew l
' ; construction / renavations anc will enforge J
i compliance. |

; k. All itams were immediataly réimoved from 101116108

] 1 Ihe coeridor during the inspection.
‘Unannotnced random inspactions will be

canducted and documented by Safaty /

J Faciliiag Services atleast montnly i this

. Brea i ensure comphance for the next 3

4 ‘months, Any daliciencias will be immediatsiy

vorrected and in-servie training will e !

immediately provided ip depardiment

personnal.

| i

i
Division of Heelin Gare Facilties .
STATE FORM i VE921

1 conunuaton:sneet z ol £
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PRINTED: 01/28/2008

FOAM APPROVED
STETEMENT OF DEFICIENGIE S [¥1] PROVIDER/SUSPIZMILLIA (%2 MLTIPLE CONSTRUSTION: (X3 DATE SURVEY
AHD PEAN OF CORRECTION IBENTIEIZATION NUMBER NG COMPLETED
b W.'vm‘ﬁ' I T em—
) BOwWING . "
. INERSHIS 0111742008
“NAME OF PROVIDER OR SUPPLER | STRGET ADDRESS, LITY, STATE. ZIP CODE
: 3 o i - 1265 UNION AVE SUTTE 700
METHORMET HEALTHCARE MEMPHIS HOSRIT i mm’ TN 38104
() 1D SUMMARY STATENENT OF BEFICIENGICE m FROVIDER'S PLAN Of LORAECTION vy
PRCEDE {EACH DEFIGIENGY MUBST BE PRECEDEDEY FULL RREZIX | EACH CORRECTIVE ACTION SHOULD B2 SERLRTE
Tag | PEGULATORY OR LSC ITENTIFYING INFORMATION}

TAG CROSSREFEALNCED TO THE APPHOPRIATSE B
' DEFIGIENGY) :

M- 732 1200:8-1-.08 (8)(b) Besic Hospial Funciions
 (9) Food and Digtetic Services.

{b) The hospital mus! designate a persor to
seve s the food and dislelic services direnioe
with responsibility for the dally managemeant of

' the dietary services. The food and dietetic
services direclor shall ba;

1. A digtittan; or

2. A graduale of & digtetic technician or dielelic

assistant training program, correspondence or

classropm, approved by the American Distetic
Association; or

3. A graduate of & sfate-approved courss that
provided ninety (80) or more hours. of. classroom
instruction in food service supervision and has
experience as a foad servica supervigor in &
heallh care institution with congultation trom &

. qualified dietitian,

This Rule is not met as evidancad by:

Based on review of the hospital's food service
contract,of licensure regulations, of parsonnel
 flies and interviews i was determined the fagility
failed to meet livensure gualification requirements|
for 3 of 5 facility Food Service Directars {Faclity #
1, 2,-and 3) undec the hospital ficense and to
foliow ese State Hospital Regulations.,

The lindings inciugad:

1. Review af the hospital coniract for digtary
services revealed the following documentation
under Article 4 - Compllance with laws:

4.1 Compliares. [The food sérvice contract

H¥32  Basic Hospital Funciions

ualified Intefim Food and Nutrion  D2i29708
Gervices Director has been named for
Methodist Le Bonheur Chiidren's
ledical Center, Méthodist North
jospital and Methodist South _
Hiospital. !

he Food and Nutrition Sérvices
irector job description hias been
evised to require ona of the Toliowing:
1)-a dietician; or
} & graduate of a dietetic technician
o dietetic assistant training program,
Imespondence or classroar,
ppraved by the Afmérican Dietetic
ciation; ot
3) a graduate of a state-approved
gourse that provided ninety {90) or
ore hours of classroam instruction n
od service supervision and has
xpenence as a food servics
upervisar in a health care institution
ith consultation from aqualified '
ietitian.

ood and Nufrition Services Director
sitions have been posted and

cruitment wili continue to
ﬁ%rmaneml\_{: filt the postiions.

Divisiar of Meatth Care Faciiies —

TITLE 145y DATE
LABORATORY SIRECTOR'S OR PROVIDERSUPPUIIER REPRESENTATIVES SISNATURE
BTATE FORM ad oLav1y o Il commmtion 3t 3 i 2
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FRINTED:01/28:2008

FORM AZPROVED
STATEMENT OF DEFICIENCIZS PROVIDERSUPPLIERIC - -. LTIPLE & TION | 1K DATE SURVEY
AND s?:w OF CORRECTION: ) |um|gﬁzm0m :ILMBELAA NI COMPLETED
A BUILDING i
i B .
TNP531108 Wit _ C141772008
[ NAME 0 PROVIDEROR SURPLIFH o STREET ADDRENS  CITY STATE 2P CODE '
7
II'E_FHQDtST1i-'IEh‘I;’-TI-ICAHE'HEMPF!IS'-HOSFIT- ,‘}é&#’:é"&?vaif&“ i
pXa)10 SUNMARY STATENENT OF DEFIGIENGIES t PRAOVIDER'S FLAN OF CORREGTION e
PREFIN AEACH OEFICIENCY MUST BE PRECEDED BY FULL PHERX (EACH GORRESTIVE ACTION SHOULD BE COMPLETE
~Al HEGULATORY OR LSCIDENTIFYING INFORMATION) TAG GHDEB—HErERE:EE%E% é':uls APPROPHIATE DATE
H722: Continiéd From pagé H7az  |Continued from page 1 o
compary) andi the System agres 10 comply with -.A check off sheet will be utilized 1o
1 Sl Sppllchbls s, R Srd gustons”. |ensure that before an individual is
: 2, Review of personnat files for Ine Food offered & position as Food and Nutritior:
{ Sarvices Diractors at Facitities 1, 2 and 3. tailed Diractor at any faciltty in Methodist Le i
| 10 show they mes the licensure regulations for @ Bonheur Healthcare, the above i
food servics directar: quallficatiuns are met and one of the .
| following is provided fo the HR !
. During an nterview on 1/14/08, at 10:30 AM, the Recruiter and/or Regional Direcior of
+ Food Service Director for Facility #1 conlirmed Operations:;
, heishe did not have the quallfications to meet the 1} Copy of CDR Regjistered Dietitian
, licensure regulation. card, or
¢ During an inferview on 1/15/08, at 8:30 AM, the ; : e o
Food Service Direclor Tor Faciity #2 contirmed i} S;g&o‘f t;ErF;.I::{?glstared Dietetic
he/she did not have the qualifications o meet the QCIPTIN G OF 'y
licensure regulation, 3} Copy of certificate of graduation from
During an interview on 1/16/08, a1 1:30 PM, the & staie approved CDM class.:
Hosphal Clinical Risk Managament Director was
ungable to provide decurnentation that the Food Thete will be three (3) required levels of
Sewvive Directars from Facllity 1. 2 or 3 met these approval for each candidate that is
Licensure Regulations. chosen for the foad and dietetic
services director posiiion at Methodist
Le Bonheur Healthcare: |
1) Regienal Director of Operations with |,
Morrison _
2) Regional Vice President with |
Morrison ‘ ‘
13) Methodist L'e Bonheur Healthcare |
Faciity Administrative Liaison orthe |
Meathodist Le Bonhsur Healthcare !
Faclity Human Resource Director, |
The dietary depariment will be includied
|in the quarterly Human Resource
,Departmen* audit, The facllrly Faison
Dh'actar at sach faciilty will review the
parsonne! files on an annugl basis-and
z iat fime of new hire.
Dwrsion of Healt. Caia Facifies
ETATE FORM o

MaY sy H.coninal ion sheet: £ g! 2
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C: Orderly Development (7) (d) (2)
JCAHO Accreditation and Survey Summary
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Methodist Healthcare
Memphis Hospitals
Memphis, TN

has been Accredited by

The Joint Commission
Which has surveyed this organization and found it to meet the requirements for the

Hospital Accreditation Program

April 20, 2013
Accreditation is customarily valid for up to 36 months,

Organization ID # 7874 %ﬁ' A
. Patchin, MD. Print/Reprint Dave: 06/19/13 :
Chair, Board of Commissionsrs ) L, ' :

Frasidarit
The Joint Commigsion is an independent, not-for-profit, national body that oversees the safety and quality of health care and
ommwhacwﬁmmmm.bfmm:bmmdwdmmmmymmww
The Joint Commission at 1-800-994-6610. Information regarding accreditation and the accreditation performance of individual
organizations can be obtained through The Joint Commission's web site at WWw.jointcommission.org,
FTR,

T

%y
ity AM {5
l?:'-n s A4 Zan r 5

R g b ol

Thhnpmndﬂnoﬂﬂndmmmmthmhmdhrmmmulw payer agency verification of
accreditation by The Joint Commission, Hmm-ultmchock on The Joint Commisslon’s website to confirm the
current accraditation status and for a listing of the organization’s locations of care,
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';T'he Joint Commission

Jume 11,2013
Re: # 7874
CCN: #440049
Program: Hospital
Accreditation Expiration Date: April 20, 2016
Gary S. Shorb
President/CEQ
Methodist Healthcare Memphis Hospitals
1211 Union Avenue
Memphis, Tennessee 38104
Dear Mr. Shorb:

This letter confirms that your April 15, 2013 - April 19, 2013 unannounced full resurvey was conducted
for the purposes of assessing compliance with the Medicare conditions for hospitails through The Joint
Commission’s deemed status survey process.

Based upon the submission of your evidence of standards compliance on June 03, 2013 and June 04,
2013, the areas of deficiency listed below have been removed. The Joint Commission is granting your
organization an accreditation decision of Accredited with an effective date of April 20, 2013. We
congratulate you on your effective resolution of these deficiencies.

§482.11 Compliance with Federal, State and Local Laws

§482.13 Patient's Rights

§482.25 Pharmaceutical Services

§482.41 Physical Environment

§482.51 Surgical Services

The Joint Commission i also recommending your organization for continued Medicare certification
effective April 20, 2013. Please note that the Centers for Medicare and Medicaid Services (CMS)
Regional Office (RO) makes the final determination regarding your Medicare participation and the
effective date of participation in accordance with the regulations at 42 CFR 489.13. Your organization is
encouraged to share a copy of this Medicare recommendation letter with your State Survey Agency.
This recommendation applies to the following location(s):

7945 Wolf River Blvd., Germantown, TN, 38138

Cardiovascular Outpatient Diagnostic Center

7460 Wolf River Blvd., Germantown, TN, 38138

wirw.jointcownmission.org Headaquarters
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Le Bonheur Children's Hospital
848 Adams, Memphis, TN, 38103

Le Bonbeur Children's Hospital Audiology
7945 Wolf River Blvd., Germantown, TN, 38138

Le Bonheur Cordova Urgent Care
8035 Club Parkway, Cordova, TN, 38018

Le Bonheur East Diagnostic Center
806 Estate Place, Memphis, TN, 38120

Le Bonhewr Urgent Care at Hacks Cross
8071 Winchester Rd., Ste. 2, Memphis, TN, 38125

Le Bonheur Urgent Care East
806 Estate Place, Memphis, TN, 3§120

Methodist Comprehensive Wound Healing Center
1251 Wesley Drive, Suite 107, Memphis, TN, 38116

Methodist Diagnostic Center Germantown
1377 South Germantown Rd., Germantown, TN, 38138

Methodist Germantown Radiation Oncology Center
1381 South Germantown Rd., Germantown, TN, 38138

Methodist Healthcare Outpatient Services
100 North Humphreys Bivd., Memphis, TN, 38120

Methodist Heslthoare Outpatient Services
1588 Union, Memphis, TN, 38104

Methodist Healthcare Outpatient Services

240 Grandview Drive, Brighton, TN, 38011
Methodist Le Bonheur Germantown Hospital
7691 Poplar Avenue, Germamown, TN, 38138

Methodist North Hospital

3960 New Covington Pike, Memphis, TN, 38128

Methodist Sleep Disorders Center

5050 Popfar Suite 300, Memphis, TN, 38114

www.jointcommiasion.org Headquarters
One Renin B I i
Odlibrock Terrace, 1L 60181
630 79Z 5000 Voice
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Methodist Sosth Hospital
1300 Wesley Drive, Memphis, TN, 38116

Methodist University Hospital
1265 Union Avemue, Memphis, TN, 38104

MHMH GI Lab - Southwind
3725 Champion Hills Drive, Memphis, TN, 38125

Midtown Diagnostic Center
1801 Unton Ave, Memphis, TN, 38104

North Comprehensive Wound Healing Center
3950 New Covington Pike, Memphis, TN, 38128

We direct your attention to some important Joint Commission policies. First, your Medicare report is
publicly accessible as required by the Joint Commission’s agreement with the Centers for Medicare and
Medicaid Services. Second, Joint Commission policy requires that you inform us of any changes in the
name or ownership of your orgamization, or health care services you provide.

Sincerely,

DNt oht;,

Mark G. Pelletier, RN, MS
Chief Operating Officer
Division of Accreditation and Certification Operations

ce: CMS/Central Office/Survey & Certification Group/Division of Acute Care Services
CMS/Regional Office 4 /Survey and Certification Staff

www,jointcommission.org Headquartars
One Renaissance Boulevard
Oukbrook Terrace, IL 60181
630 792 5000 Voice

194




C: Proof of Publication
Proof of Publication

195



fara? i £

| MOTIFICATION OF INTENT TO OR A CE OF NEEI
| Thig is to provide’ offical notice fo.the:Health Serviess-and Development Agency and all intefested

parles, In 2dordance, with T.C.A. § 83:11-1601 ot seq;, and tho ‘Rules of tha Health. Servioes and
Developmont: Agency, ‘That” Methodiat Heaticare-Momphis Hogphgls' dibfa Mnﬁ, University
Hospltal {a. ganetal " hogpital), -owned and managed by Methodist Healihvare-Memphis Hospltals
{anut for profit comporation), intends to file:an appilcation for a Certificate of Need tor nEw construction

ant renpvation af 470,000 SF of space it Methodist Unlverstty Hospital Iotated #11211-1265 Union

including the construction of.a nevi petient fower and-adjacent buflding.ta consolidate ambulatory
sgrvices. Thire g o chasige to the 617 lisensad beds, yot 28 ‘madical-surgical bods will b converted
. | to.oritical carebeds, and 204 beds will e ralocated 1o the néw patient tower. The jroject will add an
| ntraoporative MRI (iMR1), witl add a third Lingar Acoelorator fo exisling Unear Acealeralor services, and
| will relocats PET,GT and infusglon equipment und Servioes from 1688 Unlon Avenue, The project does not
. | tnitiato or discontinua any other health service. The gslimatad project cost i& §260,000,000,
The anticipated date of filing the appiication is an or bafare February 15, 2016, The contacl person for
this project is Carol Weldenhofier, Senlor Director of Planning, Research and Develogment, Who may ba
roached &t Mothodist Healthcare, 1407 Union Avenue, Suit 800, Mempnis, T, 38104, 901-516-0679.
Upon viritten request by interested partles, @ losal Fact-Finding public hearing shall be canducted.
Wrilten requests for hearing should be seat t: ' oo
2 ‘Health Services 2nd Develepment Agency
-, Anfrew Jackson Butlding, 8° Floor
- - 602 Deaderick Sirael, Noshville, Tennessen 37243

Parsuant to T.C.A, § 68-11-1607(c){1). (A) Any healih care instilution wishing to oppose a Certilicate
. | of Need applicalion must file a writien nulice with the Mealth Services and Uevelopment Agency no

Ioter than fifleen (15) days biefore the rogulatly scheduied Health Services and Devolopment Agenty
.meeling al whith tha appicationis originally scheduted; and (8) Any alher persan wishing fo eppase
the application mus! Mg written objection with the Health Services and Development Agency at or
prior to ihe gonsideration of e application by tha Agency. . ) )

=1 B e e St

APPLY FOR A CERTIFICATE OF NEED '.-g?e'h'?é’i,

. 'the Registel
-.Atlasvoglt?ﬁ%%ﬂ

- Avenus, Memphis, TN 38104, The pioject Is the onsite replicement and modsmization of the campus |/

REQUEST FOR PROPOSAL ~ * ..
STATE OF TENN'ESSEE . s
State Building Commission Numbeér: 529/000-06-201.

.7 For O

Value Added Reseller (VAR) Contracts
| The Tennessee Department of Genéral Services is requesting proposals to award
multiple contracts to Value Addoed Resellers (VAR) to provide integrated lighting
contro) systems, lighting fixture installation scrvices, metering capability and

for general government statewide, not limited to State fucilities. Projects
may include some or all of the following initiatives: lighting replacement ot
retrofit, LED lighting control, HVAC control system interface and installation,
elumﬁwlmmmnmulupgmdq,mmgymmgmmtmmdming
capabllities. The Stats intends to divide the awarded contracts by the Three
Grand Divisions as pursuant to Teon. Code-Ann Title 4, Chapter 1; Part.2.
The VAR must be properly licensed in the State of Tepnessee and must hold
all necessary, appropriate business and professional license to provide service
as required. The full text of the RFP for this project will be availablo at the
STREAM website in* PDF format requiring the Acrobat Reader ufility. The
RFP can be printed from this addréss: ' A i

I L Oy PO O ARE A} negt-for-proposals -
| Proposers may request 2 copy of the by contacting Nickic Smith, RFP Co-
oidinator, at (615) $32-7475. Proposals are expected to be duc in March 2016,

n
" at the ime and place for the

other electrical work for the purpose of sccomplishing energy savings projocts

S8 - o
FOR SALE INFORMATION,

Book DA16, Pag
stel’s_’m%c of W
AS: 200 Meadow

Brook, Martin, TN 38237
This. sale is subject to all mat-
ters shown.on any applica~
ble recorded plat; any unpaid
taxes; ‘any restrictive cove-
nants, easements, or setback
be applica-

lines : that - m

ble; any: st,aﬁj’{qry-'rl ts of
redeniption of any  govern-
mental agency, state or fed-
eral; any prior liens or encum-
brances as well as any priority
created by a fixture filing; and

‘to any matter that an accu-

rate survey of the premises
mightdisclose. In addjtion, the
following parties m claim
anigtde_rest n:_tﬂw aboVe-refer-
enced pro ¥

RYANS CONNOR .
MIDLAND FUNDING, LLC

The sale held pursuant to this
Notice may be rescinded at the
.Successor Trustee's. option at
any time. The right is reserved
to adjourn the day of the sale
to another day, time, and place
certaln” without further pub-
lication, upon announcement

sale set forth above. W&A No.

310052
DATED February 2, 2016
WILSON & ASSOCIATES

"P.L.LC, s

successor-Trustee _
152% Merrill Drive, Suite D-220
Little Rock, Arkansas 72211
{501) 219-9388

W&A No.-310052

CA3T-

-2/10/16

2/17/16

VISIT WWW.MYFIR.COM and
WWW.REALTYTRAC.COM

© Buy &sell locally

The ommercal Apea Localfies




AFFIDAVIT

STATE OF TENNESSEE

COUNTY OF _(){’E_Z/

Jf ]%f.af] H . {Z/hfwu , being first duly sworn, says that he/she is the applicant named

in-\_tﬂs_\ap lication or his/her lawful agent, that this project will be completed in accordance with the
application, that the applicant has read the directions to this application, the Tennessee Health Services
and Development Agency and T.C.A. § 68-11-1601, et seq., and that the responses to questions in this
application or any other questions deemed appropriate by the Tennessee Health Services and

Development Agency are true and complete.
[ CHoaF EdoyIVE
JolickrF. Lisbman OFSICER,

. ya CEO, Melhadisl Univarsity Hospital
Signature/Title SVP, Methodist Hea’meL

N Y /
Sworg to and subsc 'beﬁﬁ?z:/ e this the / )] day of '@/UM . EOZLda Notary
in pptAor the County (_9(_//} , State QFTennessy

5 .

NOTARY PUBLIC

cooh D 8qy e,
y P A AN
My Commission expires q /ﬁ/‘:ﬂﬁ 7 :' é’ SEIIE RS
/ / : i TENNESSEE : »
" obh NOTARY | 0
HF-0056 O, PUBLC &,
Revised 7/02 - All forms prior to this date are obsolete &o‘.fﬁp"--.....-‘\,@i’@
BRI
L



State of Tennessee

Health Services and Development Agency
Andrew Jackson, g Floor, 502 Deaderick Street, Nashville, TN 37243
www.tn.gov/hsda Phone: 615-741-2364 Fax: 615-741-9884

March 1, 2016

Carol Weidenhoffer
1407 Union Avenue Suite 300
Memphis, TN 38104

RE: Certificate of Need Application -- Methodist Healthcare-Memphis Hospitals d/b/a
Methodist University Hospital - CN1602-009
Modification of a hospital requiring a capital expenditure greater than $5 million and the
addition of major medical equipment. The construction and renovation of approximately
470,000 square feet of space at Methodist University Hospital located at 1211-1265 Union
Avenue in Memphis (Shelby County), TN 38104. The project involves the onsite
replacement and modernization of the hospital campus including the construction of a new
patient tower and an adjacent building to consolidate ambulatory services. The project will
not increase or decrease the hospital’s existing 617 licensed beds. Of the 617 licensed beds,
204 beds will be relocated to the new patient tower and 28 medical-surgical beds will be
converted for use as critical beds. As a part of the project, the hospital will add an
interoperative, GE Discovery 3.0 Tesla MRI unit (iMRI), an Elekta Versa Linear
Accelerator unit and will relocate existing PET, CT and infusion equipment and services.
The estimated project cost is $280,000,000.

Dear Ms. Weidenhoffer:

This is to acknowledge the receipt of supplemental information to your application for a
Certificate of Need. Please be advised that your application is now considered to be complete by
this office.

Your application is being forwarded to Trent Sansing at the Tennessee Department of Health for
Certificate of Need review by the Division of Policy, Planning and Assessment. You may be
contacted by Mr. Sansing or someone from his office for additional clarification while the
application is under review by the Department. Mr. Sansing’s contact information is
Trent.Sansing@in.gov or 615-253-4702.

In accordance with Tennessee Code Annotated, §68-11-1601, et seq., as amended by Public
Chapter 780, the 60-day review cycle for this project will begin on March 1, 2016. The first sixty
(60) days of the cycle are assigned to the Department of Health, during which time a public
hearing may be held on your application. You will be contacted by a representative from this
Agency to establish the date, time and place of the hearing should one be requested. At the end of
the sixty (60) day period, a written report from the Department of Health or its representative will
be forwarded to this office for Agency review within the thirty (30)-day period immediately



Ms. Weidenhoffer

March 1, 2016
Page 2

following. You will receive a copy of their findings. The Health Services and Development
Agency will review your application on May 25, 2016. Any communication regarding projects
under consideration by the Health Services and Development Agency shall be in accordance with
T.C.A. § 68-11-1607(d):

¢)) No communications are permitted with the members of the agency once the Letter of
Intent initiating the application process is filed with the agency. Communications
between agency members and agency staff shall not be prohibited. Any
communication received by an agency member from a person unrelated to the
applicant or party opposing the application shall be reported to the Executive Director
and a written summary of such communication shall be made part of the certificate of
need file.

(2) All communications between the contact person or legal counsel for the applicant and
the Executive Director or agency staff after an application is deemed complete and
placed in the review cycle are prohibited unless submitted in writing or confirmed in
writing and made part of the certificate of need application file. Communications for
the purposes of clarification of facts and issues that may arise after an application has
been deemed complete and initiated by the Executive Director or agency staff are not
prohibited.

Should you have questions or require additional information, please contact me.
Sincerely,

Melanie M. Hill
Executive Director

cc: Trent Sansing, TDH/Health Statistics, PPA



State of Tennessee

Health Services and Development Agency
Andrew Jackson, ot Floor, 502 Deaderick Street, Nashville, TN 37243
www.tn.gov/hsda Phone: 615-741-2364 Fax: 615-741-9884

MEMORANDUM

TO: Trent Sansing, CON Director
Office of Policy, Planning and Assessment
Division of Health Statistics
Andrew Johnson Tower, 2nd Floor
710 James Robertson Parkway
Nashville, Tennessee 37243

\jW\_VV\-r&

FROM: Melanie M. Hill
Executive Director

DATE: March 1, 2016

RE: Certificate of Need Application

Methodist Healthcare-Memphis Hospitals d/b/a  Methodist
University Hospital - CN1602-009

Please find enclosed an application for a Certificate of Need for the above-referenced project.

This application has undergone initial review by this office and has been deemed complete. It is
being forwarded to your agency for a sixty (60) day review period to begin on March 1, 2016 and
end on May 1, 2016.

Should there be any questions regarding this application or the review cycle, please contact this
office.

Enclosure

cc: Carol Weidenhoffer



% Methodist.

Healthcare

February 9, 2016

Melanie Hill

Executive Director

State of Tennessee

Health Services and Development Agency
Andrew Jackson Buildin%
502 Deaderick Street, 9'
Nashville, TN 37243

Floor

Dear Ms. Hill:

Methodist Healthcare, centered in Shelby County, is one of Tennessee’s largest
healthcare providers. Methodist Healthcare’s principal acute care subsidiary
organization is Methodist Healthcare--Memphis Hospitals that owns and operates
five Shelby County hospitals. Methodist University Hospital is the tertiary,
academic medical center located in the heart of the Memphis medical center.
Methodist University is filing a Certificate of Need for the onsite replacement and
modernization of the hospital campus.

Enclosed in triplicate is our Letter of Intent for this project. The Publication of
Intent for this project will be filed in the Commercial Appeal on February 10,
2016. The anticipated filing date for the application is February 12, 2016.
Please let us know if you have any questions or need additional information.

Sincerely,

Coued Warolu

Carol Weidenhoffer
Senior Director of Planning, Research and Development

1407 Union Avenue — Suite 300 ¢ Memphis, Tennessee 38104 ¢ www.methodisthealth.org



LETTER OF INTENT
TENNESSEE HEALTH SERVICES AND DEVELOPMENT AGENCY

The Publication of Intent is to be published in the Commercial Appeal which is a newspaper of general
circulation in Shelby County, Tennessee, on or before February 10, 2016 for one day.

This is to provide official notice to the Health Services and Development Agency and all interested parties, in
accordance with T.C.A. § 68-11-1601 et seq., and the Rules of the Health Services and Development Agency,
that: Methodist Healthcare-Memphis Hospitals d/b/a Methodist University Hospital (a general hospital), owned
and managed by Methodist Healthcare-Memphis Hospitals (a not for profit corporation), intends to file an
application for a Certificate of Need for new construction and renovation of 470,000 SF of space at Methodist
University Hospital, located at 1211-1265 Union Avenue, Memphis, TN 38104. The project is the onsite
replacement and modernization of the campus including the construction of a new patient tower and adjacent
building to consolidate ambulatory services. There is no change to the 617 licensed beds, yet 28 medical-
surgical beds will be converted to critical care beds, and 204 beds will be relocated to the new patient tower.
The project will add an intraoperative MRI (iMRI), will add a third Linear Accelerator to existing Linear
Accelerator services, and will relocate PET, CT and infusion equipment and services from 1588 Union Avenue.
The project does not initiate or discontinue any other health service. The estimated project cost is
$280,000,000.

The anticipated date of filing the application is on or before February 15, 2016. The contact person for this
project is Carol Weidenhoffer, Senior Director of Planning, Research and Development, who may be reached
at: Methodist Healthcare, 1407 Union Avenue, Suite 300, Memphis, TN, 38104, 901-516-0679.

COL-LL“A LU_P,LW@LLL\—:{T/(/ Z’ 9 ’ '(P Carol.Weidenhoffer@mih.org

(Signature) (Date) (E-mail Address)

The Letter of Intent must be filed in triplicate and received between the first and the tenth day of the month. If the
last day for filing is a Saturday, Sunday or State Holiday, filing must occur on the preceding business day. File
this form at the following address:
Health Services and Development Agency
Andrew Jackson Building, 9" Floor
502 Deaderick Street
Nashville, Tennessee 37243

P e e e e T T T TP p—— e e e e
R R S O o o o S O S o o o o i i o i o v o it i i £t R B s b ot Bk bt s i b

The published Letter of Intent must contain the following statement pursuant to T.C.A. § 68-11-1607(c)(1). (A) Any health
care institution wishing to oppose a Certificate of Need application must file a written notice with the Health Services and
Development Agency no later than fifteen (15) days before the regularly scheduled Health Services and Development
Agency meeting at which the application is originally scheduled; and (B) Any other person wishing to oppose the
application must file written objection with the Health Services and Development Agency at or prior to the consideration of
the application by the Agency.

HF51 (Revised 01/09/2013 - alf forms prior to this date are obsolete)
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February 25, 2016
406 pm

METHODIST HEALTHCARE—
MEMPHIS HOSPITALS

SUPPLEMENTAL RESPONSE
CN1602-009

ONSITE REPLACEMENT AND
MODERNIZATION OF THE
METHODIST UNIVERSITY

HOSPITAL CAMPUS

MEMPHIS, SHELBY COUNTY

Filed February 2016



SUPPLEMENTAL #1

February 25, 2016
406 pm

1. Section A, Item 9 (Bed Complement)

As noted, the applicant's owner Methodist Healthcare-Memphis Hospitals,
owns five primary hospitals in Shelby Cmm%r that operate under the 1,583 bed
combined license of Methodist University Hospital issued by the Tennessee
Department of Health.

Please also provide a bed complement table with breakout of beds by service

for the 1,583 total combined licensed beds of Methodist University Hospital.

In your response, please complete the table below.

Please see the charts below for the Methodist Healthcare-Memphis Hospital
licensed and staffed beds by site and by site by service.

Methodist University Hospital-Main and Satellite Campuses

Hospital Address Distance | Licensed Staffed CON Approved
from Beds Beds and
Main unimplemented
hospital beds
campus
Methodist 1211-1265 Union Ave 0 617 472 0
University Memphis, TN 38104
Methodist 7691 Poplar Ave 12.9 309 309 0
Germantown Germantown, TN 38138
Methodist 3960 New Covington Pike 12.6 246 222 0
North Memphis, TN 38128
Methodist 1300 Wesley Drive 8.2 156 143 0
South Memphis, TN 38116
LeBonheur 848 Adams 1.2 255 250 0
Children’s Memphis, TN 38103
Total NA 1,583 1,396 0
Methodist University Hospital-Main and Satellite Campuses
Current Licensed and Staffed Beds by Service Type
Licensed/ | Med-Surg | Med-Surg | ICU/CCU | Obstetrics NICU Psych Total
Staffed Beds Adult Peds (incl peds)
Licensed Beds / Staffed Beds
Methodist 511 / 366 0/0 72/ 72 0/0 0/0 34 /34 617 / 472
University
Methodist 195 / 195 12 /12 32/32 46 / 46 24 /24 0/0 309 / 309
Germantown
Methodist 210 / 186 0/0 36 / 36 0/0 0/0 0/0 246 / 222
North
Methodist 120 / 107 0/0 16 / 16 14/ 14 6/6 0/0 156 / 143
South
LeBonheur 0/0 159 / 156 36 /34 0/0 60 / 60 0/0 255 / 250
Children’s
Total 1036 /854 | 171 /168 | 192 / 190 60 / 60 90 / 90 34 /34 | 1583/1396
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2. Section B, Project Description, Item I (Executive Summa

The description of the onsite replacement and moderniza 28 %'I%ject on the
campus of Methodist University Hospital is noted.

Please briefly describe the relationship, if any, this project has to other recently
CON approved Methodist Healthcare-Memphis Hospitals projects such as
Methodist University Hospital, CNI1208-041A for the replacement and
relocation of the applicant’s ED and the West Cancer Center, CN1311-043A for
the construction of a comprehensive cancer center to be operated as an
outpatient department under the applicant’s license.

Methodist Le Bonheur Healthcare’s mission is to partner with its medical
staffs and collaborate with its patients and families to be the leader in high
quality, cost effective healthcare in all sectors of the Greater Memphis-
Shelby County service area. Methodist Healthcare has strategically placed
and maintained hospitals and ambulatory facilities in all quadrants of
Shelby County as part of that mission, to provide multiple entry points to
acute care for communities of varied social and economic characteristics.
Methodist University Hospital is the system’s tertiary academic medical
center located in the center of the service area in downtown Memphis. This
campus renovation project and the Methodist University ED project
(CN1208-041A) are both investments in the downtown academic presence.

The projects are related. The proposed project is the next phase of the
master plan for the campus. The new Methodist University ED opened in
September 2014, and ED volumes have increased slightly more than original
{)rojections. With the increase in volumes, there have also been higher
evels of acuity for patients admitted through the ED which has driven the
need for more critical care beds. Patient flow from the ED to the critical care
units is delayed by the lack of beds. As noted in the application, Methodist
University has experienced a growth in number of patients being held in
the ED as well as an increase in wait times. Again, patient experience
suffers along with the delays and inefficiencies related to lack of capacity.

Methodist University is the core teaching hospital for University of
Tennessee Health Science Center. The hospital’s academic focus offers
highly specialized services for complex diseases, illnesses, and injuries,
develops technology, and carries out research to improve lives. The regional
and national outreach of the academic programs is shifting the need for
more intensive medical capacity and need for a state-of-the-art facility. The
proposed project converts medical-surgical beds to critical care beds and
addresses other patient flow issues with the relocation and consolidation of
services in the new patient tower.

The West Cancer Center project CN1311-043A is also related to the proposed
project. The integration of cancer care and the process of multidisciplinary
patient care is the most progressive and successive clinical method to fight
cancer for patients. The development of the West Cancer Center sites - this
project in downtown Memphis and the new comprehensive center that just
opened in Germantown - is a continued pursuit by Methodist Le Bonheur
Healthcare to allow patients to fight on at home. The need for patients to
travel or leave home to access clinical trials, state-of-the-art care medicines,
state-of-the-art radiation oncology care, and true multidisciplinary care will
be eliminated with the integrated cancer projects

The integrated cancer facilities within the new Methodist University
Hospital campus will be complimentary and integrated with the West
Cancer Center in east Shelby County in Germantown, Tennessee. Patients,
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regardless of geography and or demographics will receiv e
oncology care throughout the county and surrounding triagg ﬁﬁ; Not just

the same care by individual physician providers but the same care by the
entire Methodist system. Access will increase for patients all across the
service area.

Both sites will have integrated operations and a single patient EMR
specialized just for oncology patients. Any new presenting ]lmtienta will go
through an integrated tumor / conference board treatment planning process,
and then, if necessary referred to a multidisciplinary clinic where the
patients sees multiple providers in one setting to discuss and set the
oncology treatment plan. This includes; medical, surgical, radiation, and
care support services. The comprehensive delivery of cancer care services
improves the cancer journey for the patient and their family.

In your response, please also ]provide a brief update of the 2 projects and the
expected date of project completion.

The Methodist University Hospital ED Replacement and Relocation project
(CN1208-041A) was opened September 2014. As noted in the Final Project
Report that was filed July 2015, there were final change orders that
continued through May 2015. Please see Attachment 2 for the Final Report
that was filed.

The West Cancer Center in Germantown, Tennessee (CN1311-043A)
celebrated the grand opening of the new comprehensive center on
November 17, 2015. The integrated services in the new center were opened
for operation in December 2015. There is a final State inspection being
scheduled for the last phase of the renovations. If the State can inspect in
March or April, then final paper work will wrap up in May and June. The
Final Project Report is expected to be filed by July 2016.

. Section B, Project Description, Item IL.A and IL.E

Item II.A - The Square Footage Chart is noted. To complement the description
and chart pertaining to the proposed patient care units in the New Tower as
well as the location of all inpatient beds on the campus, please complete the
table below.
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Hospital Floor | Current Unit Type Number of # Rooms Proposed Unit 406 ber of # Rooms
Beds Private, Type eds Private,
(Licensed Semi-Pvt, {Licensed Semi-Pvt,
/Staffed) Other /Staffed) Other
Thomas 2 M/S Medicine 24 /21 Private Relocate
Thomas 6 M/S Neuro 21/0 Private M/S Neuro 14/0 Private
7 relocate
(6 ICU &1 M/S)
Thomas 7 M/S Surgical 22/0 Private Relocate
Convert to ICU
Thomas 8 M/S Respiratory 19/0 Private M/S Respiratory 19/0 Private
Thomas 10 M/S Transplant 15/ 15 Private Relocate
Thomas 11 M/S Renal 18 / 18 Private Relocate
Thomas 13 M/S Medicine 21 /21 Private Relocate
East 2 M/S Surgical 14/0 Private M/S Surgical 14 /0 Private
Fast 4 ICU Medicine 8/8 Private Relocate Private
East 5 M/S 18/ 0 Private M/S 18/0 Private
East 6 M/S Neuro Stroke 20/0 Private M/S Neuro Stroke 20/0 Private
East 7 ICU Transplant 8/8 Private Relocate
East 9 M/S General 20/0 Private M/S General 20/ 0 Private
East 10 M/S Transplant 20/ 16 Private Relocate
Crews 2 M/S Cancer 23 /23 Private Relocate
Crews 4 M/S Cancer 10 /10 Private Relocate
Crews 4 M/S Cancer 12 /12 Private Relocate
Crews 8 Psych 34 /34 Private Thomas 12 & 13 34 Private
Sherard 2 ICU-CV 16 /16 Private Relocate
Tower 4 ICU Medicine 16 / 16 Private ICU Medicine 16 /16 Private
Tower 4 ICU Surgical 8/8 Private ICU Surgical 8/8 Private
Tower 4 ICU Neuro 16 / 16 Private ICU Neuro 16 /16 Private
Tower 5 M/S Cardiac 48 / 48 Private M/S Cardiac 48 /48 Private
Tower 6 M/S Cardiac/Gen 48 / 46 Private M/S Cardiac/Gen 48 /46 Private
Tower 7 M/S Cardiac 46 / 46 Private M/S Cardiac 46 /46 Private
Tower 8 M/S Medicine 48 /46 Private M/S Medicine 48 /46 Private
Tower 9 M/S Neuro 44 / 44 Private M/S Neuro 44 /24 Private
New Tower5 | ICU New 30 /30 Private
New Tower 6 | ICU New 30 /30 Private
New Tower 7 | M/S New 36 /36 Private
New Tower 8 | M/S New 36 /36 Private
New Tower 9 | M/S New 36 /36 Private
New Tower 10 | M/S New 36 /36 Private
Total 617/472 617/ 488
*HSDA staff was unsure whether or not Security Hold Rooms are included in the project? Please

confirm.

With respect to the design of the patient rooms, what is the AIA recommended
patient room size for the hospital and how does it compare to existing room
sizes of the hospital?

The AIA recommended patient room size is 325 square feet (sf). The patient
rooms on the current Methodist University campus range from 180 sf to 250
sf. The proposed new patient tower will consist of larger rooms between
300-325 st.

Based on the SF Chart and comments on page 8 regarding areas to be
renovated, it appears 10% of the 470,000 total SF construction project involve
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renovations to existing areas. Please briefly summarize Jye Iﬂﬁ? ing the
areas to be renovated and overriding rationale for same.

Methodist University proposes to relocate the majority of direct patient care
services including nursing units from the oldest buildings on campus -
Thomas, East and Sherard - to the new patient tower. The master plan
identified the need to vacate this space in the older buildings and retain it
for future growth for academic and research functions. As plans are
developed, Methodist will submit all requests for CON approval if needed.

There are a few floors in these buildings which will be renovated as part of
this project including the space for the relocation of Psych beds to 12 and 13
Thomas (22,000 sf) from Crews -~ which is slated to be demolished. The Lab
will also be relocated to 3 Sherard in renovated space (16,500 sf). Then there
is 10,500 sf of space needed for administrative/support functions which are
relocating to 10 Thomas.

The applicant states on page 8 that the older buildings will be recycled and
refurbished for patient education, resident education, su%port services and
administrative functions. In addition to buildings that will be demolished, are
there any older buildings that will be vacated and reserved for future plans?
Please clarify.

The next response will cover both questions.

If this project were approved and a CON application was subsequenﬂgr filed
for additional beds at a later date, based on the design of the proposed facility,
how disruptive would future expansion be to the operations of the facility?

As discussed in the application, Methodist assessed the physical condition of
each building on the main campus as part of the master planning process.
The assessment included the evaluation of structural, mechanical, and
electrical components as well as the age, presence of asbestos and overall
functionality. The physical plant alone warrants the need for the project.

In this view which was included in the application, the assessment of the
building conditions shows the two prime corners on Union Avenue are
occupied by the lowest ranking buildings, Thomas and Crews. Long term

lans call for future campus development to focus on the anchoring

uildings. This project relocates direct patient care to the anchoring
buildings and the new patient tower to modernize the campus and establish
a sustainable foundation for the system’s academic medical center,
Methodist University Hospital.
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This additional image shows potential plans for ambula&gg wth on the
west side of the campus across from the main and ED entrarices (shown in
red box) as well as a viable site for another patient tower parallel to the new
patient tower proposed with this project. The oldest buildings on the east
side of campus (highlighted wit]I:: the large blue box) are marked as a
redevelopment zone. The master plans were designed to minimize
disruption to patient care and facilgty operations while planning for

sustainability. These are longer term options which will follow CON
guidelines and requirements as needed.

Item ILE (Major Medical Equipment)

Number of Existing units before and after project completion (1.a) - In addition

to the detailed description on pages 14 and 15, please also briefly summarize

the changes to the applicant’s I, and Linear Accelerator and PET/CT

equipment inventory by identifying the number of units as of 02/01/2016 and

gt roject completion (Year 1 of project). Please show the inventory in the table
elow.
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Methodist University Hospital Major Medical Equipment Invegw”l IH-
Methodist Methodist Methodist Methodist eBonheur

Medical

Equipment Units University | Germantown North South Children’s
Now | Yearl | Now | Yearl | Now | Yearl | Now | Yearl | Now | Yearl

Linear Accelerator 2 3 0 0 0 0 0 0 0 0

MRI! 3 4 2 2 2 2 1 1 3 4

PET/CT2 0 1 0 0 0 0 0 0 0 0

Total 5 8 2 2 2 2 1 1 3 4

11e Bonheur Children’s Hospital has two MRIs and one iMRI for a total of three at the hospital
campus downtown. The Le Bonheur Outpatient Center (CN1311-042A) which will be an outpatient
department of the hospital is expected to open in 2016 with an approved MRI for pediatric scans. This
center is over 10 miles away from campus.in the eastern part of the county.

Methodist University is proposing to add an iMRI to the existing service line for use in the OR.
2 The Methodist hospital-based PET/CT is currently located in the West Clinic on Union Avenue. The
unit at West Clinic on Union will relocate to the Methodist University Campus. See the additional
chart below for West Cancer Center below to clarify

*Note: for each hospital, please identify #Existing/#at Completion)

The chart for West Cancer Center equipment is also included since this is all
Methodist hospital-based equipment.

Medical West Cancer | West Clinic
Equipment Units Center Downtown

Germantown | (Union Ave)

Now | Yearl | Now | Yearl
Linear Accelerator 2 2 0 0
MRI 1 1 0 0
PET/CT! 1 1 1 0
Total 4 4 1 0
1The PET/CT at West on Union will relocate Methodist
University as part of this project.

Medical Equipment Purchase Costs (3) — The table showing the vendor quotes
for the base cost of the units with service agreement costs is noted. Review of
the documentation in the attachment revealed that none of the quotes will be
effective on the hearing of the application by the HSDA Board Members in
May 2016. Please revise or provide an addendum to extend the effective dates
through May 2016.

Additionally, there appears to be no documentation that confirms the quotes
for the service agreement costs of the 3.0 Tesla MRI unit and the Elekta
Radiation Therapy unit. Please document in the form of an addendum to the
quotes or a letter from the vendors that identifies the term and cost of the
service agreements.

Please see the revised chart from the filed application below for reference.
Please see Attachment 3A for revised quotes from vendors with extended
effective dates and service agreements for supporting documentation.

Also, please note that as Methodist works with vendors to negotiate prices
that costs may decrease. This is already the case for the Linear Accelerator.
See revised pages and schedules due to the reduction in vendor price from
$2,636,000 to $2,400,000. See Attachment 3B for the revised pages for the
filed application. Project costs remain the same since these are estimates for
major moveable equipment and the savings will be equipment contingency.
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Equipment Type Equipment Maintenance llmt
(4 years) Za&

iMRI $ 3,959,767 $ 705,180 $ 4,664,947

Linear Accelerator $ 2,400,000 $ 950,727 $ 3,350,727

Hybrid Operating Room $ 1,972,443 $ 375,300 $ 2,347,743

4. Section C, Need, Item 1 (Project Specific Criteria)

The responses to the criteria for the PET unit that will be relocated as a part of
the project are noted. However, since the applicant plans to add an MRI unit
and a radiation therapy unit that will increase the inventory of same in the
service area, HSDA staff requests that responses to the criteria for MRI and
Radiation Therapy be submitted as a part of the application. All current
Elro'ect specific criteria adopted in the State Health Plan may be found on the
HSDA website.

Please see Attachments 4A and 4B for the MRI and Radiation Therapy
Criteria and responses.

5. Section C, Need, Item 3 and 4.B
I[tem 3 - The applicant’s multi-state service area is noted. Please illustrate the
patient origin for the most recent 12-month calendar year period by
completing the table below.

2015 As a % of
2016 Patient total patient

Service Area County Population Days days Cumulative %
Shelby 949,178 79,561 64.6% 64.6%
Tipton 65,680 1,903 1.5% 66.1%
Fayette 42,805 864 0.7% 66.8%
Lauderdale 27,188 461 0.5% 67.3%
Hardeman 26,164 406 0.5% 67.8%
Haywood 18,019 280 0.4% 68.2%
Dyer 38,301 609 0.3% 68.5%
Madison 100,337 598 0.2% 68.7%
Other TN Counties 2,476 2.0% 70.7%
Sub-total - Tennessee 87,158 70.7% 70.7%
Sub-Total-Other States 36,063 29.3% 100.0%
Total 123,221 100.0%
Source: 2016 Population data from Department of Health for Tennessee counties in the
service area and internal Methodist data

Item 4B - please identify the incidence rates for heart disease and cancer in the
TN Counties noted in the table above.

One of the major priorities of this project is to consolidate currently disjointed
clinical services so as to provide an even higher standard of care for our patients.
Cancer services, in particular, will be augmented by the establishment of a West
Cancer Center on the Methodist University campus. This will be of tremendous
benefit to our service area, where the need for cancer services is very evident. In
regards to the Tennessee counties within this service area, most counties have an
“All Cancers” incidence rate higher than both the state and national averages.
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Moreover, with the exception of one county, all of these coungj h‘ﬁ‘l Y6 2 racial
disparity in terms of cancer mortality, where black patients are )‘s ng at much
higher rates than white patients. The Methodist University campus is located in
an area where racial minorities comprise the majority of the population. Thus
this project will provide unprecedented access to high-quality services, like the
expanded radiation therapy services and the addition of an iMRI, for example,
which will go a long way toward narrowing this racial disparity.

ALL CANCERS INCIDENCE AND DEATH RATES, 2008-2012
METHODIST UNIVERSITY - TENNESSEE SERVICE AREA

Age-Adjusted Incidence Rate
(Cases per 100,000) Age-Adjusted Death Rates
(Deaths per 100,000)

White Black

All Ages <65 65+ All (including (including

Region Hispanic) Hispanic)
Dyer County, TN 469.3 220.5 1,704.5 183.0 178.6 234.4
Fayette County, TN 477.7 262.9 1,913.3 179.5 155.4 260.0
Hardeman County, TN 512.9 251.7 2,060.6 210.9 190.8 249.1
Haywood County, TN 476.7 226.4 2,053.6 197.8 181.9 222.9
Lauderdale County, TN 476.2 252.4 2,088.2 224.6 233.5 211.0
Madison County, TN 463.2 226.7 1,866.6 180.1 166.1 2222
Shelby County, TN 472.7 263.6 2,016.1 204.3 1741 248.9
Tipton County, TN 498.6 243.0 2,154.7 210.3 205.7 235.0
Tennessee 475.3 240.5 2,043.2 193.2 189.0 234.6
United States 465.8 225.2 2,033.8 171.2 170.9 202.0

Source: National Cancer Institute - State Cancer Profiles 2008-2012
Note: Red highlights denote rates above national rates.

Cardiovascular services and critical services will improve with this project as the
surgical and diagnostic services are expanded and consolidated in the new patient
tower. The prevalence of heart disease in the Medicare populations in the
Tennessee service area is higher than national averages for all but one county.
High blood pressure and obesity are risk factors that influence the high
prevalence of cardiovascular disease. See the charts below.
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HEART DISEASE, HIGH BLOOD PRESSURE AND RISK %GIPQI].L
MEDICARE POPULATION, 2012
METHODIST UNIVERSITY - TENNESSEE SERVICE AREA

Percent with Percent with  Percent Adults
Heart Disease ~ High Blood with BMI >
Pressure 30.0 (Obese)

Total Report Area 29.97% 60.62% 33.90%
Dyer County, TN 36.30% 68.94% 35.40%
Fayette County, TN 31.68% 60.89% 32.60%
Hardeman County, TN 35.84% 66.72% 38.80%
Haywood County, TN 35.43% 66.73% 41.40%
Lauderdale County, TN 35.04% 65.94% 38.10%
Madison County, TN 34.12% 65.22% 36.50%
Shelby County, TN 27.77% 58.42% 33.20%
Tipton County, TN 33.84% 61.78% 33.50%
Tennessee 29.22% 58.14% 32.10%
United States 28.55% 55.49% 27.10%

Data Source: Centers for Medicare and Medicaid Services. 2012

6. Section C, Need, Item 5 (Service Area Provider Utilization -~ MRI and
Radiation Therapy Services)
The inpatient utilization of service area acute care providers is noted. Please
also summarize the utilization of MRI and Radiation Therapy providers by
completing tables for each service similar to the table provided below.
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Provider Summary, Applicant’s TN County Service Alabﬁ pm

MRI Summary
County #Units by Provider Type* 2012 2013 2014 %
Scans Scans* Scans* Change
’12-‘14
HOSP 70,173 68.880 69,161 -1.4%
PO 27,064 26,351 26.897 -0.6%
RPO 6,538 6,737 6,505 -0.5%
Sheloy(RSA) e 3,331 2,688 3,680 10.5%
OoDC 2,214 2,563 2,889 30.5%
ASTC/ODC 1,564 1,287 1,655 5.8%
Shelby County (PSA) 110,884 108,506 110,787 -0.1%
Shelby County Scans per Unit 2,918 2,855 2,841
Shelby County w/o HOSP St Jude 102,147 100,201 102,410 0.3%
Shelby County w/o HOSP St Jude Scans per Unit 3,004 2.863 2,926
HOSP-Fixed 15,536 14,639 13,205 -15.0%
TN Counties in PO 7,626 7,552 8,364 9.7%
SSA ((7) HODC 7,027 6,491 7,090 0.9%
oDC 6,781 8,835 10,676 57.4%
HOSP-Mobile 389 292 314 -19.3%
TN Counties (SSA) 37,359 37,809 39,649 6.1%
TN Counties Scans per Unit 2,874 2,908 3,050 6.1%
TN Counties w/o HOSP Mobile 36,970 37,517 39,335 6.4%
TN Counties w/o HOSP Mobile Scans per Unit 3,081 3,126 3,278 6.4%
Provider Summary, Applicant’s TN County Service Area
Radiation Therapy/Linear Accelerator Summary
County #Units by Provider Type* 2012 2013 2014 %
Scans Scans* Scans* Change
’12-14
HOSP 56,360 51,351 54,584 -3.2%
Shelby (PSA) ASTC 7,610 6,963 4,647 -38.9%
Shelby County (PSA) 63,970 58,314 59,231 -7.4%
Shelby County Scans per Unit 5,815 5,301 5,385 -7.4%
Shelby County w/o HOSP St Jude 59,365 54,558 54,707 -7.8%
Shelby County w/o HOSP St Jude Scans per Unit 6,596 6,062 6,079 -7.8%
. HOSP 14,985 13,195 - -100.0%
TNS(;‘;“?(%‘)’S ™ "HRAD - - 14.175 wa
RAD 9,338 9,298 6,726 -28.0%
TN Counties (SSA) 24,323 22,493 20,901 -14.1%
TN Counties Scans per Unit 4,865 4,499 4,180 -14.1%

*Note:Provider type can be abbreviated using the following legend: H (hospital); HOPD
(hospital outpatient department); ODC (outpatient diagnostic center); PO (private medical
practice; RPO (radiologist physician office). Please check with Alecia Craighead, Stat 111, for
assistance with data available from the HSDA Equipment Registry
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7. Section C, Need, Item 6
The tables on pages 37 and 38 showing the historical and inp%ggn? Wilization of
the hospital are noted. Since completion of the replacement ED approved in
CN1208-041A, please include the historical & projected utilization of ED visits for
the periods indicated in the response (2013 through 2020). In your response,
please briefly identify the percentage of total admissions generated through the
Emergency Department for the hospital’s most recent calendar year period and
Year 1 of the project.

Please see the historical and projected ED visits below. Currently,
approximately 89% of total admissions are generated through the ED.
Actual [ Actual | Actual | Actual Proj Proj
JAR JAR JAR F/S 2019 2020
2012 2013 2014 2015 Year1 | Year2
VICHED 1 60002 | 62,587 | 64,724 | 66,954 | | 67,692 | 67,354

Please also provide the utilization of the hospital’'s MRI, Radiation Therapy
and PET services by completing the table below.

Applicant’s Historical and Projected Utilization

Service 2013 2014 2015 % 2016 Year1l | Year2
Change | Projected
’13-15°
PET-MUH and West 2,665 2,730 2,283 -1,4% 2,317 2,457 2,494
MRI 10,524 11,130 11,100 5.5% 11,297 11,979 | 12,159
Radiation Therapy-MUH & West 21,611 24,739 28,201 30.4% 31,021 32,920 | 33,578

Source: Tennessee Medical Equipment Registry as of 8/2015 and internal data

Note: The PET in Midtown was relocated and replaced per CN1111-047A from a freestanding Methodist site to the West
Clinic on Union Avenue in Midtown as a Methodist hospital-based service in 2013. The Methodist University and West

volumes are combined in the chart for simplicity. The PET at the new West Cancer Center was out of service for part of

2015 as it was relocated.

8. Section C, Economic Feasibility, Item 1 (Project Costs Chart)
The Chart is noted.
Line A.6 - The contingency cost calculates to approximately 10.6% of the
construction cost. Please explain the methodology used to determine same.
How does this cost compare to the applicant’s experience with other recently
CON approved projects involving major new construction?

Contingency costs are calculated in this project as they are in prior
applications at approximately 10% of a combined total of construction and
site preparation costs - this project is 10.2% based on construction estimates.
Experience has shown that 10% is a reasonable construction contingency.

Line A.8 - As requested previously, please identify the amounts included in
for the PET and MRI service maintenance costs and document with a valid
vendor quote.

See Attachment 3A for Vendor quotes and service agreements.
The total cost before CON filing fee appears to calculate to $279,955,000 in lieu

of the $275,955,000 shown in the chart. Please recheck the total provided. If in
error, please revise and submit as replacement page labeled 40-R.
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See Attachment 8A for a revised project cost which will 300-Phe typo for
total cost before the CON filing fee.

The January 17, 2016 letter from the construction contractor is noted. Please
identify the name(s) of the primary building and safety codes, AIA guidelines,
etc. that will apply to this type of major hospital construction.

Please see the revised letter as Attachment 8B.

. Section C, Economic Feasibility, Item 2 (Funding)

The funding from cash reserves by Methodist Healthcare-Memphis Hospitals
with confirmation provided in the February 10, 2016 letter from Mr. McLean,
Executive Vice President and CFO is noted. Review of the unaudited Balance
Sheet for December 2015 revealed a balance in cash and temporary
investments of $990,537,000. Based on funding by the parent organization for
recent CON approved projects since 2012 totaling 3p roximately $120 million,
are cash reserves sufficient to support the propose 95280 million project going
forward? Please briefly discuss.

Cash reserves are sufficient to support the proposed project. The $120M is
made up of four projects, one of which is the Methodist University ED
Relocation and Renovation project that has been fully funded. The
remaining three projects, totaling nearly $90M have been 65% funded, with
$30M remaining. There will be an excess of over $960M in cash reserves
upon completion of the projects which is sufficient to absorb the proposed
project.

.Section C Economic Feasibility Item 4 ( Historical and Projected Data
Charts)

Historical Data Chart - The chart for Methodist LeBonheur Healthcare appears
to apply to the applicant’s owner, Methodist Healthcare-Memphis Hospitals.
Please clarify.

The Historical Data Chart in the filed application is Methodist Le Bonheur
Healthcare. In review of the filed application, the applicant is refiling the
funding letter from the CFO to clarify that capital is Eeld at the system or
corporate level which is Methodist Le Bonheur Healthcare. See Attachment
10A for the revised letter.

Review of the chart for the parent organization revealed a decrease of
aé)proxjmately 53% from FY 2013 - FY 2015. Please briefly describe the factors
that explain the significant decrease during the most recent 3 year fiscal
period.

The decrease in Other Revenue / Expense is the main factor that caused a
decrease of approximately 53% in net operating income from 2013 to 2015.
This balance includes pension liability, interest income, unrealized
gains/losses, endowments, and other non-operating revenue/expense. The
most significant change was a decrease in the pension liability with similar
decreases in interest income and unrealized gains. These changes are all a
result of interest rate changes as well as a decline in equity market
performance and are not reflective of our healthcare margin. Note the
system healthcare margin saw an increase of 74% from 2013 to 2015.
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Other Revenue 2013 2015 ifference
Pension Liability $133,080,000 $5,671,000 127,409,000
Interest Income $80,516,000 $8.304.000 $72.212.000
Unrealized Gain $33,256,000 $1,012,000 $32,244,000
Financial Category 2013 2015 Change in Healthcare
Margin
Net Operating Revenue $1,577,693.000 $1,856.472.000

Total Operating Expenses $1,499,751,000 $1,720,747,000

Healthcare Margin $77,942,000 $135,725,000 74%

Please provide a Historical Data Chart that illustrates the financial
performance of Methodist University Hospital.

Please see Attachment 10B for the Historical Data Chart.

Projected Data Chart - Please complete the table below.

Historical and Projected Financial Performance

Financial Measure 2015* Year 1
2019
Adjusted Patient Days 213,747 223,139
Gross Operating Revenue $1,869,858,000 $2,301,926,000
Average Gross Charge $8,748 $10,316
Net Operating Revenue $479.617,000 $551,963.000
Operating Expenses $458,335,000 $556,197,000
- Other Revenue $6.206.000 $6.395,000
Net Operating Income $27,488,000 ($7,839,000)
Capital Interest $2,213,000 $1.724.000
Net Operating Income (Loss) Less Capital Expenditures $25,275,000 ($9,563,000)
NOI as a % of Gross Operating Revenue 1.5% (0.34%)

11. Section C, Economic Feasibility, Item 6.A and 6.B (Charges) and Item 9

(Payor mix)

Charges- The room and bed charges for the hospital are noted. Please identify

the average gross charge, average deduction

‘om charges and average net

charge for both the MRI and Radiation Therapi/l services in Year 1 of the

roject. Please also compare the Year 1 projected ¢

lollowing:

e HSDA 1%, median & 3t quartile range of charges
e  Medicare allowable charges by primary CPT code

arges for the services to the

Please see current iMRI and Radiation Therapy charges below. There will be no
change to the existing charge structure as a result of this project, yet there will be
normal unrelated rate increases over the next several years. The Medicare
Allowable rates shown below are Payment Rates. The iMRI will be inpatient and
paid as a case rate therefore the rate is not shown.
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CPT Code 48116rrg%ate 1;’/[:;;::11;:
Rate
iMRI
INTRAOPERABLE BRAIN MRI 70557 $5,491 Case Rate
INTRAOPERABLE BRAIN MRI 70559 $5,491 Case Rate
Radiation Therapy/
Linear Accelerator
SBRT TX DELIVERY >=1 LESION W/IMAGE GUID 77373 $5,616 $1,541
INTENSITY MODULATED RADIATION TX DLVR SIMPLE 77385 $2,713 $466
INTENSITY MODULATED RADIATION TX DLVR COMPLEX 77386 $2,714 $466
RADIATION TREATMENT DELIVERY 1 MEV >= SIMPLE 77402 $693 $102
RADIATION TREATMENT DELIVERY >=1 MEV INTERMEDIATE 77407 $731 $102
RADIATION TREATMENT DELIVERY >=1 MEV COMPLEX 77412 $725 $179

Based upon the review, the proposed charges are reasonable and
comparable to other facilities in the service area. Methodist University
Linear Accelerator and MRI charges for 2014 are comparable to similar
acute facilities in the Shelby County market. The linear accelerator
average charge per procedure is between the median and 3" quartile.
The MRI charge per procedure is slightly higher than the 3 quartile.
There will be no impact to the charge structure due to this project

Gross Charges per Procedure/Treatment
Shelby County Comparisons, 2014

Facility MRI LINAC
Methodist University $3,883 $1,451
Baptist Memorial $2,749 $998
St Francis Memphis $4,883 $1,841
Gross Charges per Procedure/Treatment
By Quartiles
YEAR = 2014
Equipment Type 1st Quartile Median 3rd Quartile
Linear Accelerator $914.77 $1,118.02 $1,645.78
&RI $1,632.60 $2,229.43 $3,677.84

Source: Medical Equipment Registry - 8/10/2015

Payor Mix - The total gross revenue shown in the table is 52,241,498 in lieu of
the $2,301,926 shown in the Projected Data Chart on page 44. Please clarify. If
in error, please revise the table and submit as replacement page 46-R.

The total gross revenue shown in the chart is gross patient revenue of
$2,241,498. The other operating revenue is not payor related and is therefore
omitted from the payor chart. Please see the charts from the filed

application below.
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2019 Projected Revenue for Project Data

Revenue from Services to Patients (in thousands)
Inpatient Services $ 1,281,950
Outpatient Services 879,220
Emergency Services 80.328
Subtotal Patient Revenue $ 2,241,498
Other Operating Revenue 60,428

Gross Operating Revenue

S__ 2,301,926

2019 Projected Revenue by Payor

Payor Revenue % of Total
(In Thousands) Revenue
Medicare $ 1,109,105 49%
TennCare/Medicaid $311,280 14%
Self-Pay $231,762 10%
Commercijal/Other $ 589,352 26%
Total $2.,241.498 100%

12. Section C, Contribution to the Orderly Development of Health Care, Item 3

(Staffing)

The response indicates no changes are planned fo the hospital’s current
staffing. Please provide a table that illustrates the existing direct patient care,
clinical support, administration and management staffing complement in Full
Time Equivalents for the hospital.

Projected

2016 FTEs
Direct Patient Care 1,836
Support Services 395
Administration/ Management 55
Total FTEs 2,286

Will the project Favorabl]y impact growth of the hospital’s physician medical
staff? Please clarify and illustrate by completing the table below.

Methodist Healthcare has over 1800 credentialed physicians on staff. The
state-of-the-art technology and clinical space planned with this project will
favorably impact growth of the medical staff. The planned growth is noted
in the chart below.

There plans to recruit the following specialties by Year 1 as the tertiary,
academic centers are consolidated and expanded. Plus two additional
Oncology Surgeons and two additional Oncologists by Year 2.
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Medical Specialty Year1l

Chief of Cardiology
Cardiologist
Cardiovascular Surgeon
Cardiac Fellows\
Chief of Pathology
Critical Care Medicine
Transplant Surgeon
Nephrologist
Oncology Surgeon
Oncologist

Genetic Counselor
Radiation Oncologist
Physicist

FNY CRTOY (V7] [P0 [W0) g 'O Uy (RO [ TS Y F

]
~

Total

ADDITIONAL INFORMATION FROM APPLICANT:

Please see Letters of Support for the project in Attachment 13
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ATTACHMENT 2
FINAL REPORT
METHODIST UNIVERSITY
CN1208-041A
ED REPLACEMENT AND RELOCATION
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TENNESSEE HEALTH SERVICES AND DEVELOPMENT AGENCY
FINAL PROJECT REPORT

Please TYPE or PRINT legibly. Cerlificate of Need No.[CN1208-041 - |

Project Name: |Methodist University Hospital - Replace Emergency Department. .~ - |
Owner;lMethOdiSf Healthcare - Memphis.Hos_pitalé. .. |contact{Carol Weidenhoffer .

Description:|Repiacemsnt of ED on Methodist Universtty Hospital carnpus. Construct 93,000 st of Hew spéca arid rehovats B,200'sf of exlsting; and replace CT unlt,

Total Bed Complement Before Addition |_N/A~ B T x J
Total Bed Complement I n: - - J
What was the Final Completion Date (opened for public use)? |September. 2014 ]
Was the project completed as certified? [V1ves CiNno
(If not, describe any changes, deletions, and/or additions on additional sheets.)
R SRR R T e ST ) . orginal . " Fnal :
‘COSTFACTIORS | e . Cost Projection Project Cost
A.  Construction and equipment acquired by purchase:
1, Architectural and Engineering Fees $ 1878441 $ . 1.813,620
2. %ggsal, Administrative (Excluding CON Filing Fee), Consultant $ .. 80,000 $ 144,150
3. Acquisition of Site - NI R
4, Preparation of Site |8 5,026,250 $ 623254
5. Construction Costs $. 20,019,636 % 26,490,919
6. Contingency Fund s 2753231 - |
7. Fixed Equipment (Not included in Construction Contract) [ . 1.083928" 1
8. Moveable Equipment (List all equipment over $50,000) $. 1,402,500 Is . 1348502 |
9. Other (Specify)[Relocate Doctors and West Occupants -~ | [ 1,200000 | _[s 323,262 . |
Subtotal _|$ 33443985 [ 30849,705
B. Acquisition by gift, donation, or lease:
1. Facility (inclusive of building and land) | 2
2, Building only
3, Land only a1
4. Equipment (Specify)l [__ |- o
5. Other (Specify)| : i, ) - v
Subtotal = I L
C.  Financing Costs and Fees:
1, Interim Financing |
2 Underwriting Costs r_ :
3, Reserve for One Year’s Debt Service L |
4. Other (Specify)| - a— P B} [ L
Subtotal - | R -




SUPPLEMENTAL #1

abru
D. Estimated Project Cost (A+B+C) $ 30,649,705
E. CON Filing Fee 5 45,000 45,000
F. Total Estimated Project Cost (D&E) §  33488985. | _|$ 30,694,705,
FINAL COSTt $ [30.694,705 N | FINAL FILING FEE+ $[NA” T ]

If the final project cost is an overrun of the estimated project cost, describe in detail all increases in final costs from
those originally projected.

Not'Applic_:able.i The project did not have.a cost-overrun.

For clarification: The ED opened _Séﬁtembef 2014 but there were final c_hange-order.s that were part
of the project th_at continued through ApﬁIIMay?O_‘_l B, o ' B oy B :

The Final Filing Fee to be assessed on any cost overrun is to be computed ot the rate current at the fime the
project was certified. Below is the outline of the rates from January 1994 through the present.

: 3 4 B g e B L AT, — Fid i s ey £ s el it T
January 30, 1994 $2.25/$1,000 $3,000--$45,000 $2.25/51,000
through Present Total filing fee (Iniflal plus final) not
o exceed $45,000.

| hereby certify that this information is true to the best of my knowledge, information, and belief, and that
supplemental written notification will be filed with the Tennessee Health Services and Development

Agency in the event of any change in the information given in this report.
q
111 |is
[ - -

' ]

Chief Operating Officer Date

HF-0055

Revised 1/05 - All forms prior to this date are obsolefe.
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SUPPLEMENTAL #1

= Ddate: UZ-02-2U10
ouRiebruary 25,2047
Ved4 06 pm 1
GE Healthcare
Methodist UT Hospital Attn: Mary Carol Customer Number : 87491
1265 Union Ave 1265 Union Ave Suite 700 Memphis Quotation Expiration Date: 04-28-2016
Memphis TN 38104-3415 TN 38104-

The terms of the Master Purchasing Agreement, Strategic Alliance Agreement or GPO Agreement referenced below as the Governing
Agreement shall govern this Quotation. No additional or different terms shall apply unless agreed to in writing by authorized
representatives of both parties.

Governing Agreement: HPG

Terms of Delivery: FOB Destination

Billing Terms: 80% delivery / 20% Installation
Payment Terms: NET 30

Total Quote Net Selling Price: $3,959,766.67

INDICATE FORM OF PAYMENT:

If "GE HFS Loan" or "GE HFS Lease" is NOT selected at the time of signature, then you may NOT elect to seek financing with GE Healthcare Financial
Services (GE HFS) to fund this arrangement after shipment.

| Cash/Third Party Loan

| GEHFS Lease

| GEHFSLoan

| Third Party Lease (please identify financing company}

By signing below, each party certifies that it has not made any handwritten modifications. Manual changes or mark-ups on this
Agreement (except signatures in the signature blocks and an indication in the form of payment section below) will be void.

Each party has caused this agreement to be executed by its duly authorized representative as of the date set forth below.

CUSTOMER GE HEALTHCARE
JMcnatt 02-02-2016
Authorized Customer Signature Date Signature Date
Print Name Print Title Product Sales Specialist
Email: J.Mcnott@med.ge.com
Purchase Order Number (if applicable) Mobile: +1 865 382 755

Fax: 865-381-1558

1/58

GE Healthcare Confidential and Proprietary
General Electric Company, GE Healthcare Division



SUPPLEMENTAL #1

= Date: 02-02-2016
oFebruary 25,2016,
ved06pm

GE Healthcare
Total Quote Selling Price $3,959,766.67
Trade-In and Other Credits $0.00
Total Quote Net Selling Price $3,959,766.67
To Accept this Quotation Payment Instructions
Pleoss sigrr: ondor edturr% this Quotation together with Please Remit Payment for invoices associated
b e e with this quotation to:
J Mcnatt
Mobile: +1 865 382 7555 GE Healthcare
Email: J.Mcnatt@med.ge.com P.O. Box 96483
Fax: 865-381-1558 Chicago, IL 60693

To Accept This Quotation

« Please sign the quote and any included attachments (where requested).
e If requested, please indicate, your form of payment.
« If you include the purchase order, please make sure it references the following information
e The correct Quote number and version number above
 The correct Remit To information as indicated in "Payment Instructions” above
e The correct SHIP TO site name and address
e The correct BILL TO site name and address
¢ The correct Total Quote Net Selling Price as indicated above

"Upon submission of a purchase order in response to this quotation, GE Healthcare requests the following to evidence agreement to contract terms.
Signature page on quote filled out with signature and PO. number.

nnnnn KHHOR * LER R AR A Thhkkh
Verbiage on the purchase order must state one of the following: (i} Per the terms of Quotation # ; (i) Per the terms of GPO# ; (iii) Per the terms of MPA
# ; or {iv) Per the terms of SAA # . Include the applicable quote/agreement number with the reference on the purchase order.

In addition, source of funds (choice of: Cash/Third Party Loan or GE HFS Lease or GE HFS Loan or Third Party Lease through ), must be indicated, which may be
done on the quote signature page (for signed quotes), on the purchase order (where quotes are not signed) or via a separate written source of funds statement fif
provided by GE Healthcare)."

2/58
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GE Healthcare

02-02-2016

Customer:

Contract Number:

Start Date:
End Date:

Billing Terms:
Payment Terms:
Shipping Terms:

SUPPLEMENTAL #1

oFebruary 25.:?!@{ -~

ve406'pm
GPO Agreement Reference Information
Mary Carol
500043, 500352, 500174, 500072, 500151, 500150, 500277, 1451, 1450,
000903
05/31/2017

80% delivery / 20% Installation
NET 30
FOB Destination

NOTICE REGARDING MAGNETIC RESONANCE {"MR") PRODUCTS. This notice applies only to the following GE Healthcare products: MR:
Discovery MR750, Discovery MR750w, Discovery MR450 and Optima MR450w. GE Healthcare has reclassified several advanced
software tools and associated documentation to a GE Healthcare Technical Service Technology package that GE Healthcare feels
will bring greater value and interest to our customers, GE Healthcare will continue to provide trained Customer employees with
access to the GE Healthcare Technical Service Technology package under a separate agreement. GE Healthcare will continue to
provide customers and their third party service providers with access to software tools and associated documentation in order to
perform basic service on the CT, MR and NM products listed above upon a request for registration for such access. This will allow GE
Healthcare to react faster to the future service needs of GE Healthcare customers. If you have any questions, you can contact your
sales Service Specialist.

Offer subject to the Terms and Conditions of the applicable Group Purchasing Agreements currently in effect between GE
Healthcare and HealthTrust Purchasing Group includes 500043 {imaging).

3/58
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Vag06+pm

Item Qty
No.

Catalog No.

Description Contract Price Discount

Ext Sell Price

S7525AA

Discovery MR750w 3.0T GEM 25.0

Discovery MR750w 3.0T GEM MR $500,000.00 54.00%
System ES Platform

The Discovery MR750w 3.0T GEM MR
system from GE Healthcare is
designed to deliver a comfortable
patient-friendly environment while
also delivering uncompromised
clinical performance and streamlined
workflow.

The ES configuration includes the
system electronics, operating
software, imaging software,
post-processing software and RF coil
suite:

« extreme Gradient Technology

« Acoustic Reduction Technology

« OpTix RF Receive Technology

o Multi-Drive Transmit & PERFORM 2.0
« Volume Reconstruction Engine

« Computing Platform and DICOM

» GEM Express Patient Table

» GEM Suite - ES Coil Package

* Express 2.0 Workflow

e ScanTools and ES Tools

extreme Gradient Technology: The
Discovery MR750w GEM delivers high
temporal resolution through 3-axis
gradient amplifier power supply and
efficient gradient coil design as well
as high spatial integrity through
excellent magnet homogeneity and
gradient linearity over a large FOV. In
addition, the XRM gradients are

$230,000.00

4/58
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ltem Oty
No.

Catalog No.

Description Contract Price

Discount Ext Sell Price

non-resonant and actively shielded
to minimize eddy currents, and use
an innovative digital control
architecture design to deliver high
fidelity, accuracy and reproducibility.

e Peak amplitude per axis: 44 mT/m

« Up to 200 T/m/s instantaneous
peak slew rate per axis

e Peak current & voltage: 830 Amps,
1650 Volts

e Digital Pl feedback loop control
e Maximum FOV: 50cm
e Duty Cycle: 100%

Acoustic Noise Reduction
Technology: The Discovery MR750w
GEM system features five levels of
acoustic reduction technology to
deliver an enhanced patient
environment.

¢ Gradient & RF coil isolation

* Acoustic dampening material

» VVibro-acoustic isolation

= Gradient waveform optimization

OpTix RF Receive Technology: The
OpTix RF receive chain enables high
bandwidth, high channel count
reception with improved SNR over
conventional MR receiver designs.
The MR signal is digitized within the
scan room and then optically
transmitted to the reconstruction
engine in the electronics room
increasing SNR for all volume
acquisitions.

e Coil input ports: 138

5/58
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ltem Qty
No.

Catalog No.

Description Contract Price

Discount Ext Sell Price

e Simultaneous channel/receivers: 32

» Receiver sampling per channel: 80
MHz

e Receiver dynamic range at 1 Hz
BW: >165 dB

* Receiver resolution: up to 32 bits
« Digital quadrature demodulation

RF Transmit Technology: The
Discovery MR750w GEM system
integrates an innovative RF transmit
architecture designed to enhance
overall image uniformity, and a
multi-faceted SAR optimization
system.

The MultiDrive RF architecture
adjusts/optimizes the phase and
amplitude of each RF amplifier output
channel that is applied to the 4-port
drive whole-body RF transmit coil to
enhance RF uniformity and signal
homogeneity regardless of patient
size and body habitus.

PERFORM 2.0 combines RF body coil
design, optimized pulse sequences,
detailed predictive SAR modeling
during prescription, and real-time
SAR feedback and correction during
scanning to help ensure high
performance across all applications,
tailored for each patient.

Computing Platform: The Intel Xeon
Nehalem Dual Core Processor
computing platform utilizes a parallel,
multi-processor design to enable

6/58
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SUPPLEMENTAL #1

Uate: 02-02-2016

ouftebruary 25,2046,
Ver406: pm 1

Item Qty
No.

Catalog No.

Description Contract Price

Discount Ext Sell Price

simultaneous scanning,
reconstruction, filming,
post-processing, archiving, and
networking. The keyboard assembly
integrates an intercom speaker,
microphone, volume controls, and
emergency stop switch. Start scan,
pause scan, stop scan and table
advanced to center hot keys are also
included.

¢ 3GB DDR3 Memory
» 146GB SAS disk subsystem

o 24" flat panel LCD with 1920x1200
resolution

* Single tower configuration
¢ DVD interchange

DICOM: The Discovery MR750w GEM
system generates MR Image,
Secondary Capture, Structured
Report, and Gray Scale Softcopy
Presentation State DICOM objects.
The DICOM networking supports both
send and query retrieve as well as
send with storage commit to
integrate with PACS archive. Please
refer to the DICOM Compliance
Statement for Discovery MR750w
GEM for further details.

M7000NC (1 unit included in
57525AA) GEM Express Patient Table:
The GEM Express table is a mobile
patient transport device with an
embedded high-density, GEM
Posterior RF Array and touch
sensitive IntelliTouch land-marking.

7/58
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ltem Qty
No.

Catalog No.

Description

Contract Price Discount Ext Sell Price

The fully detachable GEM Express
table is easily docked and undocked
by a single operator and simple to
move in and out of the exam room
for patient transport and preparation.
These features can be vital in
instances where multiple patient
transfers can negatively impact
patient care or when emergency
extraction is required.

The GEM Express table and
embedded GEM PA coil are designed
to accommodate head-first or
feet-first imaging for all supported
exams. The table features three
high-density coil connection ports:
one at each end and one embedded
for the GEM PA. Two additional coil
connection ports are included in the
docking

mechanism.

* Maximum patient weight for
scanning: 500 Ibs

e Maximum patient weight mobile:
500 Ibs

e Maximum patient weight for lift:
500 lbs

¢ 205 cm symmetrical scan range

¢ Automated vertical and longitudinal
power drive

e Fast longitudinal speed: 30 cm/sec
e Slow longitudinal speed: 0.5 cm/sec

e Integrated arm boards &
non-ferrous IV pole

e intelliTouch & laser land-marking
e Laser alignment land-marking

8/58
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Ve Q0@ pm 1
GE Healthcare
ltem Oty Catalog No. Description Contract Price Discount Ext Sell Price
No.

GEM Suite - ES Coil Package: The
Geometry Embracing Method - GEM -
Suite of coils is designed to enhance
patient comfort and image quality
while simplifying workflow by
ensuring that the geometry of the
surface coil matches the geometry of
the patient. The ES Coil Package
includes:

* T/R Body Coil & T/R Head Coil
e GEM PA, HNU & AA Arrays

¢ GEM Standard Flex Suite &
Positioners

e 3-channel Shoulder Array

M7002AH (1 unit included in
S7525AA) The GEM Posterior Array is
designed to provide optimal element
geometry for each targeted anatomy
by using different element
geometries for the
cervical-to-thoracic spine transition,
thoracic and lumbar spine, and the
body.

e Elements: 40

« Length: 100 cm; Width: 40cm

* S/l coverage: 100cm head-first or
feet-first

e Parallel imaging in all three scan
planes

¢ Head-first or feet-first positioning

The GEM PA is designed to be used in
conjunction with the GEM HNU, GEM
AA or GEM Small AA {purchased
separately), and the GEM PV Array

9/58
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[tem Oty
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Catalog No.

Description Contract Price

Discount Ext Sell Price

{purchased separately). The GEM PA
is invisible to additional surface coils
when they are placed directly on top
of the surface.

M7000GH (1 unit included in
S7525AA) The GEM Head and Neck
Unit include the head base-plate and
three anatomically optimized
anterior arrays: the anterior
Neuro-vascular array, the anterior
cervical spine array, the anterior
open-face array.

The GEM HNU may be positicned at
either end of the GEM Express table
to support head-first or feet-first
imaging and may remain in place for
all body, vascular, spine, and the
majority of MSK exams. The GEM
HNU base plate supports the
patient's head, and the Comfort Tilt
variable-degree ramp can be
positioned under the HNU base plate
to elevate the coil to match the
patient's head and neck position.

* Elements: up to 28 combined with
PA and AA

e Length: 49.5 cm; Width: 38.8 cm

e Height with NV Array: 35.4 cm

* Height with Cervical Array: 32.6 cm
¢ Height with Open Array: 25.9 cm

S/ coverage: up to 50 cm with PA
and AA

¢ Parallel imaging in all three scan
planes

* Head-first or feet-first positioning

10/58
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M7000AK (1 unit included in S7525AA)
The GEM Large Anterior Array
facilitates chest, abdomen, pelvis,
and cardiac imaging. The GEM AA is
lightweight, thin and flexible, and
pre-formed to conform to the
patient's size and shape. With 54 cm
of S/l coverage, the GEM AA permits
upper abdomen and pelvis imaging
without repositioning the coil.

e Elements: up to 36 combined with
PA

e Length: 55.6 cm; Width: 67.4 cm
* S/ coverage: 54 ¢cm

e R/L coverage: up to the full 50 cm
FOV

e Parallel imaging in all three scan
planes

e Head-first or feet-first positioning

M7000SL (1 package included in
S7525AA) & M7005BE (1 unit included
in S7525AA) The GEM Flex Suite is a
versatile set of high-density 16CH
receive arrays designed to provide
high quality imaging in a wide range
of clinical applications. The high
degree of flexibility is particularly
advantageous when imaging
patients that do not fit the
constraints of rigid coils. This
standard set includes:

e Large Flex Array: 23 cm x 70 cm
e Medium Flex Array: 23 cm x 48 cm

e GEM Flex Interface Module
P-Connector
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Discount Ext Sell Price

* Positioning Devices

M3335LR (1 unit included n S7525AA)
The 3-channel Shoulder Array offers
the increased signal-to-noise
characteristic of phased-array
technology, along with a unique
sleeve design that delivers
exceptional joint-imaging
capabilities.

Workflow: Express Workflow 2.0
incorporates features designed to
streamline and automate exams.

¢ In-Room Operator Console and
controls

s IntelliTouch land-marking

e Protocol Libraries & Management
Tools

» Workflow Manager & Auto
Functions

e Inline Processing, Networking &
Viewing

» Start Scan, Stop Scan,
Pause/Resume Scan

The In-Room Operator Console and
dual-sided controls enable
interaction with the host computer
from the magnet room. The user has
direct control or selection of:

« Display of patient name, ID, study
description

« Display and entry of patient weight
» Display and entry of patient
orientation and position

« Cardiac gating waveform display

12/58
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No.

* EKG lead confirmation with gating
control

* Respiratory waveform display
¢ IntelliTouch Landmarking
e AutoStart

* Display of coil connection and
status

* Display of table location and scan
time
= Screen saver

Express Exam enables complete
control of protocols for prescription,
archiving, searching, and sharing.
Protocols are organized into two
libraries - GE authored and Site
authored - and Protocol Notes allow
customized notes to be saved with
each protocol. ProtoCopy enables a
complete exam protocol, from either
a library or previous exam, to be
shared with a mouse click, and the
Modality Worklist provides an
automated method of linking exam
and protocol information for a
patient directly from a DICOM
Worklist server.

The Workflow Manager controls the
execution of scan prescription,
acquisition, processing, viewing and
networking and may automate these
steps, when requested by the user.
Auto Coil Prescription automatically
selects the optimum subset of
elements for scanning, and AutoStart
automatically starts the first
acquisition as soon as the
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technologist exits the magnet room.

Processing steps are automatically
completed with Inline Processing
once the data have been
reconstructed and the images saved
into the database. For certain tasks,
the user must accept the results or
complete additional steps prior to
saving the images. These automatic
Inline Processing steps can be saved
into the Protocol Library.

Inline Viewing allows the user to
conveniently view, compare, and
analyze images from the Scan
Desktop by selecting the desired
series from the Workflow Manager.

ScanTools: ScanTools 25.0 and the ES
clinical package deliver an expansive
portfolio of advanced applications,
imaging options, and visualization
tools packaged with the system
operating software to provide
extensive clinical capability and
enhanced productivity.

Advanced Neuro Applications:

e PROPELLER 3.0 motion robust radial
FSE

* PROPELLER 3.0 FSE-based diffusion
imaging

¢ 3D Cube 2.0 FSE-based 3D imaging
e Dual Inversion 3D Cube imaging

e Spin Echo & Fast Spin Echo Suites

e T1-FLAIR & T2-FLAIR Suite

e Gradient Echo & Fast GRE Suites
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e Spoiled Gradient Echo & Fast SPGR
Suites

s Echo Planar, EPI FLAIR & fMRI EPI
Suites

e EchoPlus with RTFA diffusion
imaging

e 3D FIESTA & 3D FIESTA-C
steady-state imaging

» 3D BRAVO IR-prepped fast SPGR
imaging

e 3D COSMIC modified steady-state
imaging

* 2D/3D MERGE multi-echo
recombined GRE imaging

e PROBE PRESS single voxel
spectroscopy

* BrainSTAT GVF parametric maps

¢ BrainSTAT AlF parametric maps

¢ Ready Brain automated brain exam
prescription

* DWI Prep

Advanced Spine & MSK Applications:

¢ PROPELLER 3.0 motion-robust radial
FSE

3D Cube 2.0 FSE-based 3D imaging
* Spin Echo & Fast Spin Echo Suites

e Gradient Echo & Fast GRE Suites
3D COSMIC modified steady-state
imaging

e 2D/3D MERGE multi-echo
recombined GRE imaging

¢ High Bandwidth FSE artifact
reduction

e Spectral Spatial Fat Suppression
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Advanced Body Applications:

« Body Navigators pencil-beam
diaphragm tracker

« PROPELLER 3.0 motion robust radial
FSE

» Spin Echo & Fast Spin Echo Suites
« Gradient Echo & Fast GRE Suites
« 3D Cube 2.0 FSE-based 3D imaging

e 3D LAVA T1 DCE imaging with Turbo
ARC

e 2D/3D Dual Echo Fat-Water
Imaging

« 3D FRFSE MRCP & HYDRO imaging
e Enhanced SSFSE single-shot FSE
imaging

e 2D FS FIESTA steady-state imaging
« Multi-phase DynaPlan

« SmartPrep automated bolus
detection

« Fluoro Trigger real-time bolus
monitoring

» Respiratory Compensation, Gating
& Triggering

e iDrivePro & iDrivePro Plus real-time
imaging

e SPECIAL IR Fat Saturation

Advanced Vascular Applications:

« Body Navigators pencil-beam
diaphragm tracker

e 2D/3D Time-Of-Flight & 2D Gated
Time-of-Flight

« 2D/3D Phase Contrast & Phase
Contrast Cine
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¢ SmartPrep automated bolus
detection
e Fluoro Trigger real-time bolus
monitoring
= 3D QuickStep automated
multi-station imaging
e Magnetization Transfer& Flow
Compensation
¢ Peripheral & EKG Gating &
Triggering
* Respiratory Compensation, Gating
& Triggering
Advanced Cardiac Applications:
e Double-Triple IR-FSE with spectral
fat suppression
e FastCine FGRE-based, gated
multi-phase imaging
» 2D FIESTA Cine steady-state, gated
multi-phase imaging
* 3D FS FIESTA steady-state coronary
imaging
¢ iDrivePro Plus real-time inter-active
imaging
e Blood Suppression
e Cardiac Navigator diaphragm
tracker
e Cardiac Compensation, Gating &
Triggering
e Respiratory Compensation, Gating
& Triggering
¢ Cine Paging (128 images/4
windows @ 30fps)
Advanced Imaging Tools:
® ARC & Turbo ARC data-based
17/58
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parallel acceleration

e ASSET 3.0 image-based parallel
acceleration

e Real Time Field Adjustment for DWI
e Chemical Shift Direction Selection
» 2D/3D GradwWarp compensation
¢ Acoustic Reduction Technology

* IR Prep, DE Prep & T2 Prep

¢ Full Echo Train & Tailored RF

e Spectral Spatial Fat Suppression
« SPECIAL IR Fat Suppression

* ASPIR Fat Suppression

e Matrix ZIP 512 & ZIP 1024

® 3D Slice 2X ZIP & 4X ZIP

» Square Pixel & Rectangular FOV

¢ No Phase Wrap & No Frequency
Wrap

e Extended Dynamic Range

Advanced Processing & Display:
¢ Inline Viewing & Inline Processing
* Image Fusion & Image Pasting

* SCIC & PURE surface coil intensity
correction

» Multi-planar Volume Reformat

e [nteractive Vascular Reformat

¢ ClariView Image Filtering

e Compare Mode & Reference Image

» Cine Paging (128 images/4
windows @ 30fps)

Advanced FuncTool Analysis:
* ADC maps & eADC mapping
« Correlation Coefficient analysis
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M7000NA

 NE! Negative Enhancement Integral
analysis

e MTE Mean Time To Enhance
analysis

« Positive Enhancement Integral
analysis

« Signal Enhancement Ratio analysis
» Maximum Slope Increase analysis

e Maximum Difference Function
analysis

« Difference Function analysis

Discovery MR750w Magnet Collector
and Vibroacoustic Dampening Kit

The MR750w is equipped with GE's
most-advanced 3.0T magnet design,
high-performance 44 mT/m and 200
T/m/s slew rate gradients, a spacious
70cm patient bore with bright
inner-bore lighting, and MultiDrive RF
transmit technology delivering
performance, productivity and
exceptional image quality.

GE's Wide-Bore Magnet Design: With
GE's active shielding technology and
space-age composite design, the
lightweight 3.0T magnet minimizes
weight while preserving homogeneity
and minimizing fringe fields. The
result is a 3.0T magnet that does not
compromise performance yet can be
installed almost anywhere. The
magnet's high-homogeneity delivers
excellent fat-saturation away from
iso-center and ensures image quality
over a full 50 cm field-of-view.
Coupled with its zero-boil off

$1,250,000.00 54.00% $575,000.00

19/58

GE Healthcare Confidential and Proprietary
General Electric Company, GE Healthcare Division



9

GE Healthcare

SUPPLEMENTAL #1
ooEebruary 25,2018,

Vel Q& pm il

[tem Qty
No.

Catalog No.

Description Contract Price

Discount Ext Sell Price

technology and remote magnet
monitoring technology, the MR750w
3.0T magnet is designed to provide
years of worry-free, reliable, low-cost
operation.

In-Room Console (iROC): By
consolidating all controls into one
place, the In-Room Console (iROC)
provides real-time feedback to the
operator to improve exam room
efficiency. With a high-resolution,
color LCD display located just above
the MR750w gantry, coil-connection,
patient set-up, cardiac and
respiratory waveforms make exam
preparation a breeze. The iROC
provides feedback on:
e Display of patient name, |D, and
study description.
e Display and entry of patient
weight.
e Display and entry of patient
orientation / position.
e AutoStart - initiates automatic
scan start.
e Cardiac &
waveform display.
e IntelliTouch landmarking
information, table position, and
scan time.

Respiratory

e Coil connection status.

High Performance Whole-Body
Gradients: The MR750w incorporates
the latest in MR gradient technology
with the wide eXtreme Resonance
Module {XRMw). XRMw gradients
deliver 44 mT/m peak amplitude, up
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to 200 T/m/s instantaneous peak
slew-rate on each axis, and deliver
unmatched fidelity, accuracy, and
reproducibility (please refer to
system datasheet for additional
information). They are water-cooled
and equipped with integrated
thermo-electric cooling panels to
provide excellent stability and
duty-cycle for gradient intensive
applications. The XRMw gradients
have been designed with excellent
linearity across the 50cm FOV.,
Utilizing a unique acoustic barrier
material, acoustic noise levels are
reduced for enhanced patient
comfort without compromising
imaging performance.

MR750w MultiDrive RF Whole-Body
RF Coil: The Discovery MR750w
system comes with GE's MultiDrive RF
transmit technology as a standard
system feature. This system features
a high efficiency 4-port drive RF body
coil and independent RF amplitude
and phase control to improve RF
signal homogeneity across the field
of view. The system features a fully
automated optimization to adjust the
RF settings for each patient to deliver
optimal image quality regardless of
patient size or shape.

Discovery MR750w 32ch System
Electronics

The Discovery MR750w 3.0T system
incorporates several innovative
technologies designed to improve

Contract Price Discount Ext Sell Price
$1,275,000.00 54.00% $586,500.00
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M7000VA

image quality, MR exam workflow
and efficiency, and exam consistency
at 70 ¢cm. Included in this collector
are the technologies that drive the
MR750w system including:

Volume Reconstruction Engine
Architecture: The backbone of any
high-channel count system is the
reconstruction architecture. The
MR750w utilizes the latest multi-core
processing engines, acquisition to
disk technology, and bulk-access
memory to deliver the necessary
processing power to reconstruct data
from high channel count coils. With
36,000 2D FFTs/sec an impressive
volume to ensure you are not
hampered in image reconstruction
speed. The result is reliable and
efficient processing MR data that
enhances exam productivity.

Vibroacoustic Dampening Kit $14,700.00

Material in the Vibroacoustic
Dampening Kit can significantly
attenuate the transmission of
gradient-generated acoustic noise
through the building structure to
nearby areas, including adjacent
rooms and floors above or below the
MR suite. If this kit is applied during
the installation of a new magnet, no
additional service charges are
necessary. However, installation of
the Vibroacoustic Dampening kit
under an existing magnet requires
special steps. The steps to prepare
the site and steps to install, such as

54.00% $6,762.00
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M3335CD

S7505EK

modifications to the RF screen room,
and other magnet rigging,
modifications to the RF screen room,
and other finishing work, are not
covered in the pricing.

3.0T Calibration Phantom Kit

This 3.0T calibration kit contains @
large volume shim phantom, a daily
quality assurance phantom, an
echo-planar calibration phantom,
and associated loader shells.

Preinstallation Collector and Cable
Concealment Kit

The Preinstallation Collector delivers
to the site in advance of the magnet
and main electronic components.
This facilitates the later delivery and
installation of supporting electronics.
The following are the main
components in the Preinstallation
collector:
e Heat exchange cabinet for
distribution of chilled water.

e Primary Penetration wall panel
for support of the penetration
cabinet.

e Secondary Penetration wall
panel for support of gradient
filters, helium cables, and
chilled air and water.

e Helium cryocooler hose kit.

The Cable Concealment Kit
accommodates a wide-range of scan
room ceiling heights and is designed
to provide a clean-look installation by
concealing the overhead cabling

$17,000.00 54.00% $7.820.00

$104,000.00 54.00% $47,840.00
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M7004NE

M7000WL

5752445

M3335JZ2

from view.

Discovery MR750w Scan Room
Electronics

The MR750w scan room electronics
collector includes all of the following:

e MultiDrive RF  components
{cabling and electronics).

e Mechanical and  electrical
docking  architecture  that
interfaces the GE Express
patient tables, both GEM and
non-GEM  tables, to the
Discovery MR750w magnet.

e RF signal switching hardware
and cabling that routes the MR
signals  received to  the
respective OpTix receivers.

Main Disconnect Panel

The Main Disconnect Panel
safeguards the MR system's critical
electrical components, by providing
complete power distribution and
emergency-off control.

3.0T Cable Configuration - A

To accommodate various electronic
and scan room configurations and
sizes, the 3.0T has preset lengths of
cables and connector kits to speed
system installation. This cable
collection is compatible with fixed
and relocatable building
configurations.

English Keyboard

Required for our operator console.

$425,000.00 54.00% $195,500.00

$12,000.00 54.00% $5,520.00

$65,500.00 54.00% $30,130.00

Incl. Incl. Incl.
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12

13

14

M3335CA

M1000MW

R32052AC

S7750BF

This keyboard is ergonomically
designed to keep your staff
comfortable even through the
longest shifts. The scan control
keyboard assembly has an intercom
speaker, microphone, volume
controls and emergency stop switch.

Calibration Kit Phantom Holder Cart

Operator's Console Table

Wide table designed specifically for
the color LCD monitor and keyboard.

Standard service package delivered
for the warranty period.

Spectroscopy Expert Package

e PROBE-PRESS and STEAM Single
Voxel Spectroscopy

e PROBE2DCSI
e PROBE 3D CSI

PROBE-PRESS and STEAM
Single-Voxel Spectroscopy allows
you to non-invasively evaluate the
relative concentrations of invivo
metabolites. It lets you acquire and
display volume localized,
water-suppressed 1H spectrain
single-voxel mode. This package
includes PROBE P (PRESS) and
PROBE-S (STEAM) pulse sequences, as
well as automated reconstruction,
acquisition set-up and graphic
prescription of spectroscopic
volumes.

PROBE 2D CSl expands proton brain
spectroscopy capability enabling

$3.000.00 54.00% $1,380.00

$2,550.00 54.00% $1,173.00

Incl. Incl. Incl.

$57,000.00 54.00% $26,220.00
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15 1 S7525S5F

6 1 S7750BD

simultaneous acquisition of multiple
in-plane voxels. PROBE 2D CSl uses
the PRESS pulse sequence to acquire
and display volume-localized, water
suppressed 1H spectra in a
multi-voxel mode for the
non-invasive assessment of invivo
metabolites. Metabolite maps are
automatically generated in FuncTool
on the operator console.

PROBE 3D CSlI extends your PROBE-P
2D CSl spectroscopic capabilities by
allowing you to perform
3-dimensional multi-voxel
acquisitions. Post-processing,
including the creation of metabolite
maps, is automatically generated
with FuncTool Performance Package
{included as part of ScanTools).

Spectroscopy Elite Package
e BREASE

BREASE is a single-voxel TE-averaged
PRESS sequence that is optimized for
mapping the bio-chemical
information of breast tissue. The TE
averaging eliminates unwanted
information from side-bands to
ensure clean and simple spectra and
streamline interpretation. Optimized
prescan and reconstruction
algorithms are employed to
accurately characterize tissue,
especially in areas normally
dominated by lipid signal.

fMRI Expert Package {on MR console)

$20,000.00

$80,000.00

54.00% $9,200.00

54.00% $36,800.00
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¢ BrainWave RT (Real-Time)

s BrainWave PA (Post Acquisition
Analysis)

BrainWave RT provides real-time
acquisition, processing and display of
functional results. It allows a single
technologist to acquire, process and
display BOLD (Blood Oxygen Level
Dependent) fMRI studies acquired
with synchronized stimuli. It is
comprehensive, equipping you with
all the real-time functionality you
need, including paradigm control and
development, and real-time display
of color activation, overlaid on source
EPl images. The main features are:

e 50,000 image storage per series
with data acquisition rates up
to 20 images per second.

e Display of 2D activation maps
overlaid over Echo Planar
source images in real time.

e Multiple 2x2 and 4x4 display.

e Optional saving of raw data in
research mode for off-line
analysis with 200,000 images.

Brainwave Post-Acquisition allows
you to produce, from raw fMRI data,
3D brain renderings displaying
functional activation. Display
alternatives for these maps include
cross sectional displays, activation
Z-maps and composite paradigm
displays. The features include the
following:

e Integration into the operator

console.
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e Intuitive graphic user interface
for image analysis and display.

e Data quality check, motion
correction, temporal filtering
and spatial smoothing to
optimize statistical analysis and
mapping.

» Multiple regression analysis.

e Segmented structural MRI Scan
using completely automatic
threshold  and  histogram
methods and mathematical
morphology techniques.

* Rapid retrospective  motion
correction.

s Sophisticated visualization
techniques  including  true
volume rendering, light box and
orthogonal displays.

17 1 S7024CB Neuro Expert Package $79,125.00 54.00% $36,397.50

e eDWI

¢ SWAN

« DT

e FiberTrak

The eDWI application includes the
acquisition sequence and
post-processing tools. It is designed
to provide high signal-to-noise-ratio
diffusion images of the brain and liver
with short-acquisition time. Its
multi-B feature is designed to provide
measurement of apparent diffusion
coefficient (ADC) map with reduced
effect of perfusion. [n addition, "3 in 1"
B value combining technique, applies
diffusion weighting to all three
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gradients simultaneously, helping
improve sensitivity. Its smart NEX
feature significantly reduces the
acquisition time. Inversion recovery
has been deployed to provide robust
fat suppression.

SWAN is a volumetric 3D acquisition
technique that is sensitive to
differences in susceptibility between
different tissues. This technique
acquires multiple-echoes at different
echo times to highlight regions with
increased T2* (susceptibility-induced)
decay. Utilizing multiple-echoes,
SWAN generates images with higher
SNR when compared with similar
techniques that rely on a single echo.

Diffusion Tensor Imaging (DTI) creates
contrast based on the degree of
diffusion anisotropy in cerebral
tissues such as white matter. The DTI
method expands Echo planar
imaging capability to include
diffusion imaging sequence using
motion sensing gradient pulses along
6 to 155 orientations in order to
generate tensor component images.
With the Express Workflow, fractional
anisotropy (FA) and Volume Ratio
Anisotropy (VRA) maps may be
automatically created after image
acquisition without any user
intervention.

FiberTrak is a host computer post
processing tool expands the
capability of Diffusion Tensor
imaging by generation of 2D color
orientation maps, 2D eigenvector
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18

1

S7024CC

maps, and 3D tractography maps

from the diffusion tensor image data.

The resulting datasets may be easily
saved and archived for later use.

Neuro Elite Package

e 3DASL
« 3D PROMO
e FOCUS

3D ASL utilizes water in arterial blood
as an endogenous contrast media to
help visualize tissue perfusion and
provide quantitative assessment of
cerebral blood flow (CBF) in ml/100
g/min. The quantitative CBF maps
can be generated and stored in
DICOM format.

3D PROMO provides a real time 3D
navigator based motion correction
algorithm correcting for the six rigid
body terms where re-acquisition of
severely corrupted data provides
robust, high quality, motion free, 3D
outcomes. 3D PROMO is compatible
with both T2 and T2 FLAIR Cube
acquisitions.

FOCUS delivers a highly efficient
method for increasing the resolution

in Single Shot DW EPI sequences. The

outcome delivers robust high
resolution results while removing
artifacts typically induced from
motion, image backfolding or

unsuppressed tissue. [n addition, with

the higher efficiency of the
application, the reduced field of view
imaging leads to a reduction in

$123,750.00 54.00% $56,925.00
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20

21

1

M7001SC

M7001SN

M7005DC

blurring that translates into an overall
improvement to the image quality
result. The sequence utilizes 2D
selective excitation pulses in DW-EPI
acquisitions to limit the prescribed
phase encoded field of view.

3.0T Silent Suite - Silent Neuro Exam $175,000.00

Package - Forward Production

The Silent Suite Package includes a
complete set of sequences designed
to generate high-resolution images
which deliver T1, T2, FLAIR, and PD
weighted contrasts. The Silenz
imaging sequence delivers 3D
isotropic images with T1 or PD
contrast with sound levels that are
within 3dB of the ambient conditions.
Newly enhanced gradient waveforms
have been employed to minimize the
acoustic signature of FSE, 3D Cube,
and PROPELLER-based acquisitions
to generate T2 and T2 FLAIR
weighted images. In addition, the
localizer, Prescan, and calibration
sequences have been optimized as
well to deliver a complete neuro
exam at nearly silent levels.

3.0T Silent MRA Incl.

Silent MRA is a 3D acquisition with an
Arterial Labeling pre-pulse to deliver
the angiographic contrast. The
sequence is based on the Silenz
imaging sequence which delivers 3D
isotropic images at sound levels that
are within 3dB of ambient noise.

Silent PROPELLER Upgrade incl.

54.00% $80,500.00

Incl. incl.

Incl. incl.
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22 1

M3335MJ

Silent Suite includes a set of protocols
including PROPELLER based
acquisitions with Diffusion for high
resolution brain exams with and
without fat suppression. This allows a
full exam to be conducted with less
than 11 dB(A) from ambient room
conditions.

BrainWave Hardware $30,300.00 54.00%

BrainWave Hardware is the
complimentary system to BrainWave
Hardware Lite for previous MR
systems. It is a supplemental
paradigm generation system for
functional MRI. Intended for use in
conjunction with the BrainWave
RealTime image acquisition software,
Brainwave Hardware provides a
trigger signal to allow
synchronization of image acquisition
with an external stimulus presented
to a subject. Brainwave Hardware
includes the following:

e Dedicated computer

workstation

e Equipment rack

e Penetration panel waveguide
insert

e Cedrus patient response pads

e Cabling and connectors

The computer includes preset
paradigms and software tools to
generate custom protocols. The
visual and auditory output can be
coupled to fMRI delivery systems
purchased separately from other

$13,938.00
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23 1 E8800DB 3.0T 32-Channel fMRI Head Coil $93,750.00 21.00% $74,062.50
FEATURES AND BENEFIT:
e 32-Channel phased array
design for high signal-to-noise
ratio.
e Excellent Z-FOV for imaging the
entire head
e Parallel imaging with
acceleration in all three planes
 Superior performance for fast
fMRI results
« Sliding coil design for ease of
patient positioning
o Open face for patient viewing
and fMRI applications
SPECIFICATIONS:
e Inner Diameter: 24 cm
e Coil Size: 29 cm OD x 30 cm
long
e Coil Base: 41 cm wide x 48 cm
long
e Weight: 14 kg with base
COMPATIBILITY:
» GE 3.0T Discovery MR750 and
MR750w systems.
24 1 M0050SS 3.0T 6-Ch PA Flex Coil Set - Integrated $68,593.75 54.00% $31,553.13
Preamp
The 6-Channel Phased Array Flex Coll
is indicated for use in conjunction
with a 3.0T MR whole body scanner
to produce 2D and 3D images. The
6-Channel Flex coil is compatible with
GE MR750 and MR750w 3.0T
33/58
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M8074SS

scanners. This coil has quick
disconnect assembly integrated
preamps and coil ID.

The 3.0T Flex Phased Array coil is a
6-element and 6-channel coil. The
coil is low profile, is packaged to
maximize positioning capability, and
has three visualization openings in
each coil. The two coil halves are
contained in a flexible foam package.
This package has a cleanable, coated
surface. The flexibility of the coil
makes it easy to wrap the coil around
the area of interest. In addition to
anterior/posterior positioning, coils
can also be positioned laterally
around the head. The two coil halves
each have one RF cable that
connects onto the quick disconnect
assembly which plugs into the
phased array port on the carriage
cover. The coil can be operated while
both coils are connected or only
when a single coil is connected. Each
array is labeled with coil alignment
marking for positioning to ensure
proper placement on the patient.

e Coil Half Dimensions: (L x W x H)
30cm (11.8in) x 30cm (11.8in) X
2cm (0.8in).

e Maximum Field of View: 24cm
(9.5 in).

e Cable Length: 155 cm (61 in},

Opercating Room Compatible Patient $546,516.00
Transfer/Imaging Table -

MR450w/MR750w
The GEHC MRI Surgical Suite utilizes

22.00% $426,282.48
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an operating room patient transfer
compatible MR imaging table. This
table helps to provide an effective
transfer of the patient between the
MRI scanner and compatible surgical
tables or transports.

This table is height-adjusted for
compatibility with
MR450w/MR750w MRI systems.
Capable of supporting @
maximum uniformly distributed
load of 227kg (including patient
and Coils/Accessories), only for
stationary/up position.

Ability to lock the swivel
rotation of one wheel puts the
table into a steer lock mode,
making it easier to maneuver
the table in a straight line while
being pushed.

This table accepts the MR/X-ray
compatible  patient  transfer
board with accessories.

This table allows  direct
connectivity to various surgical
tables and transports and
accommodates patient
movement on the MR/X-ray
compatible patient  transfer
board.

This table incorporates
auto-latching docking interface
assembly enabling docking to
compatible surgical table or
patient transport by a single
operator.

The Operating Room
Compatible patient transfer MR
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26

1

MO0054SS

imaging table combines the
standard  diagnostic  imaging
table capabilities with  the
additional features of accepting
a patient transfer board with
accessories and connectivity to
compatible surgical tables and
patient transports.

Magnus Surgical Table Maneuverable
Base Column

The GEHC MRI Surgical Suite utilizes a
Magquet Magnus 1180 surgical table
with maneuverable base column that
accepts connectivity to the operating
room compatible patient transfer MR
imaging table and TransMobile
surgical transport.

o Usable for an overall load of
250kg with appropriate
tabletop.

e Fitted with deployable wheels
which enables movement of
column (without patient} to any
desired location within surgical
theater.

e Provides replaceable tabletop
feature which allows quick
exchange of tabletops.

o Accepts triple section MRI
transfer compatible tabletops.

o Accepts additional Maguet
specialty tabletops designed for
non-MR  transfer  specific
surgical applications.

e Provides automatic docking
height and leveling adjustment.

e Provided with infrared wireless

$426,562.50 22.00% $332,718.75
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27

MO0058SS

hand controller.

e Provided with corded hand
controller.

e Provided with column mounted
control panel for override
motion control.

¢ Provided with portable charging
unit.

Magnus 3-Section MR Transfer $463,906.25 22.00%
Surgical Tabletop US

The GEHC MRI Surgical Suite utilizes a
Maquet Magnus 1180 three-section
surgical tabletop with US inch sized
accessory guide rails. The tabletop
serves to support and position
patients for surgical procedures
immediately before, during and after
the surgical phase. This tabletop
attaches to the flush finish floor
mount base column M0055SS or
maneuverable base column M0057SS
or fixed finish floor mount base
column MOQ54SS. This three-section
MR transfer tabletop accepts
connectivity to the operating room
compatible patient transfer MR
imaging tables M0010SS, M0053SS,
M0074SS and TransMobile surgical
transports M0007SS, M0073SS.

e Three-section design
accommodates wide range of
patient positioning flexibility.

» Replaceable tabletop
technology which allows quick
exchange of tabletops.

¢ Smooth and quiet, motor-driven
operation.

$361,846.88
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MO0060SS

Provides trendelenburg, reverse
trendelenburg, tilt, flex, reflex,
back up/down, head up/down
and longitudinal adjustment
capability.

Provides specialized
attachment points to enable
docking of TransMobile patient
transport and operating room
compatible patient transfer MR
imaging table.

Controlled with infrared
wireless hand controller or
corded hand controller or
column override control panel.

Provided with US inch sized
(9.54in%28.6in} side guide rail
mounts enabling attachment of
patient positioning and surgical
assist accessories.

Compatible  with  tabletop
transport M0O060SS (optional).

Magnus Surgical Suite MR Transfer
Tabletop Transporter

The GEHC MRI Surgical Suite utilizes
the Maquet replaceable tabletop
technology. A tabletop transport is
available {optional) to enable
installation, removal and
replacement of the three-section MR
transfer tabletop.

For use with Maguet Magnus
1180 three section surgical
tabletops M0057SS and
MO058SS.

Excellent  longitudinal  and
lateral  maneuverability  of

Contract Price Discount Ext Sell Price
$42,031.25 22.00% $32,784.38
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1

M0071SS

transport with tabletop.

Allows movement of tabletop
with patient.

Tracking wheel that can be
engaged to allow tight curves
negotiation and straight line
tracking.

Central brake lever that can be
engaged guarantees all wheels
are locked when desired.

Surgical Suite Transfer Board and
Accessories

The GEHC MR! Surgical Suite utilizes a
patient transfer board that provides
capability for the patient on this
board to be transferred to the
operating room compatible patient
transfer MR imaging table,
TransMobile patient transport,
Magquet 1150 or Magnus1180 MRI
transfer tabletop. The patient will be
positioned onto the patient pads on
top of the transfer board and will
remain on the transfer board during
the entire patient care process.
Maintaining the patient on transfer
board minimizes lifting and moving
patient between surgery and MR
imaging sessions.

The transfer board has the
features of being  X-ray
radiolucent and 3.0 Tesla MRI
compatible.

The transfer board is a
three-section design enabling
the ability to articulate patient
into various surgical positions.

$170,156.25 22.00% $132,721.88
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M0059SS

The transfer board is provided
with patient pads which are
placed on top of transfer board.
These thermo-modulated
special foam core pads adapt
to patient's body shape while
providing improved pressure
distribution.

The patient transfer board
accommodates the
mounting/attachment of
specialized accessories.
Accessories can be securely
fastened onto eight available
mounting points on transfer
board, securing with large bolt
type fasteners. The transfer
board accessories provided are:

Quantity 4 sets of patient
restraint straps.

Monitor extension mount and
mount bolts.

IV pole and mount bolts.
Quantity 2, patient arm boards.

Surgical Suite Positioning Accessories

The GEHC MRI Surgical Suite utilizes
patient positioning accessory pads
which lay on the patient transfer
board aiding user with specialty pads
for patient comfort and positioning
during the surgical procedure. Pads
are thermo-modulated special foam
core padding that adapts to patient's
anatomy while providing improved
pressure distribution and aids in
patient positioning for surgical
procedures.

$12,328.13

22.00%

$9,615.94
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e Quantity 4, semi-circular foam
pad 180 x 115 x 465mm. For
use as wedge supports to aid in
patient positioning.

e Quantity 2, tunnel cushion
foam pad 650 x 400 x 220mm.
Pad is used as lateral patient
positioning aid and to help
avoid patient's legs against
decubitus injury.

e Quantity 1, Plexus cushion
foam pad 440 x 500 x 100mm.
Pad is to help avoid plexus
paralyses and provides
stabilization of patient's head.

e Quantity 2, lateral position
foam pad 740 x 500 x 160mm.
For use as lateral patient
positioning aid.

e Quantity 1, leg rest foam pad
640 x 610 x 220mm. Provides
elevated rest for patient legs.

31 1 M0072SS Surgical Suite Head Rest Extension $2,484.38 22.00% $1,937.82
and Pad

The GEHC MRI Surgical Suite utilizes a
head rest extension plate which
attaches to the patient transfer
board providing the capability for the
patient on this board to be
transferred to the operating room
compatible patient transfer MR
imaging table, TransMobile patient
transport, Maquet 1150 or
Magnus1180 MRI Transfer Tabletop.

This MR compatible, X-ray
radiolucent head rest plate extends
the transfer board at the head end by
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230mm. The Head Rest attaches to
the transfer board with 2 mounting
bolts and is provided with
thermo-modulated special foam core
pad that adapts to patient's head
shape while providing improved
pressure distribution.

MR/X-ray Compatible Surgical Suite
Skull Clamp

The GEHC MRI Surgical Suite utilizes
an exclusive MR/X-ray compatible
Skull Clamp custom designed for
GEHC by Integra/Mayfield. This
3-point skull fixation clamp provides
7-degrees of adjustment providing
the neurosurgeon with flexibility for
patient surgical approach
positioning. The skull clamp is placed
on the patient's skull to hold their
head and neck securely ina
particular position when rigid fixation
is desired. The clamp is indicated for
use in open and percutaneous
cranictomies as well as spinal
surgery when rigid fixation is
necessary. In addition, the clamp is
indicated for use during utilization of
imaging modalities such as
intraoperative CT and MR imaging,
C-Arm X-ray, and digital subtraction
techniques.

The clomp  features @
detachable torque adjustor
with adjustment increments of
20, 40, 60, 80 pounds.

The clamp incorporates
removable extension arms,
which  when used increase

$274,843.75

22.00% $214,378.13
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adjustable range in the vertical
and “Z" dimensions.

s The base unit securely attaches
to the patient transfer board
with a two bolt (supplied)
securing mechanism.

e The clomp is a 3-point skull
fixation device providing 7
degrees of adjustment.

* Skull clamp provides vertical
up/down  adjustment, arch
rotation, arch 360 degree
swivel, arch lateral left/right
adjustment, arch adjustable "Z2"
extension and tilt.

¢ The archis detachable from the
lateral  crossbar  allowing
patient pinning to arch with
subsequent attachment to base
unit.

e The skull clamp is compatible
with MRl scanners including
and up to 3.0T field strength
and is X-ray radiolucent.

e The skull clamp is provided with
individual packaged assemblies
for large and small adult skull
sizes and an applicator
assembly for use during the
skull fixation process.

e The skull clamp provides two
decagon mounting locations on
arch assembly and locking nuts
for attachment of surgical
navigation systems reference
arm assemblies.

e The skull clamp is compatible
with options M0052SS Surgical
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1

M0028SS

Suite  Child  Rocker Arm
Assembly and M0028SS
Decagon Navigation Interface
Assembly.

Decagon Surgical Navigation
Interface Assembly

The GEHC MRI Surgical Suite utilizes
an exclusive MR/X-ray compatible
skull clamp custom designed for
GEHC by Integra/Mayfield. Provided
as an option to this skull clampis a
decagon surgical navigation
interface assembly for the mounting
of navigation reference frames by
Medtronic and Stryker for use in open
and percutaneous craniotomies as
well as spinal surgery when rigid
fixation is necessary. The decagon
surgical navigation interface
assembly is indicated for use during
utilization of imaging modalities such
as intraoperative CT and MR imaging,
C-Arm X-ray, and digital subtraction
techniques.

e The decagon surgical
navigation interface assembly
is a custom packaged unit that
provides two navigation
interface  assemblies  and
locking nuts.

e The decagon surgical
navigation interface assembly
is compatible  with  MRI
scanners including and up to
3.07 field strength and is X-ray
radiolucent.

e The decagon surgical

$14,984.38 22.00% $11,687.82
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M0052SS

navigation interface assembly
is required for systems utilizing
Medtronic surgical navigation
systems.

Note 1: This is optional accessory to
M00515S MR/X-ray Compatible Skull
Clamp.

Note 2: For Medtronic and Stryker
navigation users - MR surgical suite
compatible dynamic reference frame
attachment arm must be obtained by
end-user through Medtronic.

Note 3: For BrainLAB navigation users
- this option is not needed for
BrainLAB navigation based systems,
MR surgical suite compatible
dynamic reference frame
attachment arm and interface
assembly must be obtained by
end-user through BrainLAB.

Surgical Suite Child Rocker Arm
Assembly

The GEHC MRI Surgical Suite utilizes
an exclusive MR/X-ray compatible
skull clamp custom designed for
GEHC by Integra/Mayfield. Provided
as an option to this skull clamp is a
child sized rocker assembly for use in
open and percutaneous craniotomies
as well as spinal surgery when rigid
fixation on children is necessary. The
child rocker arm assembly is
indicated for use during utilization of
imaging modalities such as
intraoperative CT and MR imaging,
C-Arm X-ray, and digital subtraction
techniques.

$19,687.50 22.00% $15,356.25
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M0032SS

M0061SS

e The child rocker arm assembly
is a custom packaged unit that
provides a pre-assembled short
shaft rocker arm with hex
engagement and locking knob
for child fixation.

e The child rocker arm assembly
provides a pre-assembled long
threaded engagement shaft
with piston and thumbscrew for
child fixation.

e The child rocker arm is
compatible with MRI scanners
including and up to 3.0T field
strength  and is  X-ray
radiolucent.

Note: This is an optional accessory to
MO0051SS MR/X-ray Compatible Skull
Clamp.

Coil Accessories Kit for MRI Surgical
Suite

The GEHC MRI Surgical Suite utilizes 6
channel flex coils for imaging.
Provided for use with these coils is an
accessory kit. This kit contains
transfer board mounts, extensions
and cable securing locking
mechanisms. Utilization of cable
securing mechanism ensures coil
cables are trouble-free if emergency
patient egress is initiated.

MR Surgical Suite Operator Manual in
English, French, German, Italian,
Spanish, Portuguese, Dutch,
Japanese, Korean, Chinese, and
Polish.

Ved@6fpm
Contract Price Discount Ext Sell Price
$4,391.00 22.00% $3,424.98
Incl. Incl. Incl.
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E8911SA

GE Discovery MR450 and Discovery $64,313.00 21.00%
MR750 Heat Exchangers - 70kW (30
Tons) - Seismically Certified Heat

Exchanger

Cooling for your GE Healthcare MR
system has never been so easy. GE
Healthcare has partnered with the
Glen Dimplex Group, a world leader in
cooling systems, to offer heat
exchangers designed to meet the
needs of your Discovery MR System.
Now you can look to GE Healthcare
for your entire MR purchase and
support.

This heat exchanger is highly reliable
and the only unit verified to perform
with the new platform of GE
Healthcare MR systems. As part of
your integrated GE Healthcare
solution, you'll work with a single
contact throughout the whole
installation. A Project Manager of
Installation will help with building
layout, room designs, delivery and
installation - every step until your
system is ready to scan. Our team
will work seamlessly with architects,
contractors and your internal team
to help ensure timely, cost-effective
completion.

Once your cooling system is running,
you'll get fast, highly-skilled service
support managed through GE
Healthcare - with the same quality
and response time you expect from
your MR system.

FEATURES AND BENEFITS

$50,807.27
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Designed to provide stable fully
dedicated cooling for your MR
system's needs

Water/glycol
outdoor-air-cooled heat
exchangers to support your
highest exam volumes and
your full range of diagnostic
procedures

Redundant fluid pumps with
automatic switchover let you
keep operating with no loss of
cooling even if one pump goes
down

Quad compressor, dual tandem
refrigeration  circuit  design
saves on energy while your
system smoothly transitions
through the 10% to 100% heat
load capacity cycles of patient
scanning and idling

Quiet operation between
patient exaoms and overnight -
ideal for facilities in residential
aredas

Comes with installation support,
installation visits, preventative
maintenance visit and 1 full
year of parts and labor
warranty

Installation support includes:
support through GE's Project
Manager of Install, GE's Design
Center, technical support from
the Glen Dimplex company, two
{2} installation visits
Comprehensive and  quality
service rapidly delivered
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through our CARES service
solution

65 gallons of 100% glycol
concentrate  for  complete
system filling and diluting

Wall mounted remote display
panel provides the ability to
monitor the system's operation
and indicates possible system
errors

Filter kit with flow meter helps
to ensure purity of water prior
to entry to the MR system
Highly recommended that
Vibration Isolation Spring Kit
(F8911CJ) be added for systems
that will be rooftop mounted

SPECIFICATIONS

Net Cooling Capacity: 70 kW /
30 Ton

Maximum Coolant Flow: 35
gpm (132 /m)

Coolant Outlet Temperature: 48
F{89C

Coolant Temp Stability: E 1.8 F {
E1.0C)

Max Coolant Pressure : 70 Psi
(4.8 Bar)

Refrigerant: R407C

Ambient Temp Range: -20 to
120 F(-30 to 50 C)

Condenser Air Flow (Approxl:
18,000 Cfm

Tank Capacity: 100 gal (378 1)
Flow Meter Range: 4-40 gpm
Filters: 50 micron cartridge

49/58

GE Healthcare Confidential and Proprietary
General Electric Company, GE Healthcare Division



5

sepLEMENTAL #1
Qf@hruary 25!@&5&0?

ved06:pm 1
GE Healthcare
ltem Oty Catalog No. Description Contract Price Discount Ext Sell Price
No.

filters

Supply Voltage: 460v / 3 phase
/ 60 Hz

Coolant Connections: 2" NPTF

Overall Size {L x W x H} 44" %
136" % 84.5"

COMPATIBILITY:

GE Discovery MR450 1.5T MR
system
GE Discovery MR750 3.0T MR
system

NOTES:

ltem is NON-RETURNABLE and
NON-REFUNDABLE

Standard  bolt anchoring s
recommended over vibration
isolation spring mounts in
earthquake prone regions

Seismically  Certified  Heat
Exchanger: Unit for regions
where seismic activity is of
concern, or, is otherwise
mandated by state regulation,
to be designed to pass seismic
shake table testing. These
chillers have been tested and
certified in accordance with
certification method 'ICC-ES
AC-156, to remain fully
operable after testing was
completed. In addition, the units
have passed the California
Office of Statewide Health
Planning &  Development
(OSHPD) board certificataion
with pre-approval #
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E8B04SB

E8819ED

0SP-0169-10.

Medrad Spectris Solaris EP MR $49,375.00

Injection System

Medrad Spectris Solaris EP MR
injector for use use in all MR scanner
field strengths up to and including
3.0T. Optimized touch-screen for
fewer keystrokes, KVO (keep vein
open) allows patient to be prepared
before beginning the scan. Larger
115 ml saline syringe for longer KVO
or multiple flushes. Includes cables
and starter kit..E

NOTE: GE is responsible for
unpacking, assembly, and installation
of equipment. Medrad will be
available for technical assistance by
phone at {412)767-2400. An
additional charge will apply for
on-site installation assistance.
Medrad will be responsible for
operational checkout, final
calibration, in-service of the
equipment, and initial applications
training. Please contact the local
Medrad office two weeks in advance
of installation.

Expression is specifically designed to $140,000.00
withstand demanding environments

with strong magnetic fields,

Expression delivers the highest

quality results, increased patient

comfort and safety, and improved

productivity with a lifetime of

reliability.

e Six-color waveform capability -

21.00% $39,006.25

21.00% $110,600.00
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two ECG, Sp02, EtCO2 and two
IBP - provides and easy to see
overview of patient status

o The cleanest and safest ECG
information available, thanks to
proprietary Advanced Gradient
software, for any clinical
magnet up to and including 3.0
Tesla

e Wireless Sp0O2 monitoring uses
a digital signal to ensure
precise values for saturation
and fast acquisition, even on
pediatrics.

e Precise EtCO2 measurement
with waveform fill helps you
make more informed decisions
when monitoring respiratory
gas.

e Patient body temperature
monitoring allows you to
provide the same standard of
care in the MRI suite that you
offer in the OR by allowing
rectal, esophageal or surface
temperature measurements.

e The smart battery
management system provides
a full eight hours of life on a
single charge for each wireless
module. The monitor displays
the remaining battery life for
the base unit, display and each
module. A remote battery
charger charges up to four
depleted batteries at one time.

e Large, ftilting 12-inch color
screen makes patient monitorig
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as effortless as possible with a
complete picture of patient
status including ECG, SpOg,
EtCO2, invasive pressures and
Active Trend Arrows - that can
easily be viewed from a
distance

e Expression's 360 alarm light is
positioned on top of the
monitor, so you can be alerted
to check the patient's condition
even when you cant bear the
alarm or when you arent in
front of the screen Numbers
and graphs are color-coded
and easy to read, enabling fast
decision making. Open menus
dont block all vitals so you can
continuously ~ monitor  the
patient.

e Using the innovative, quick-set
mount, you can easily remove
the display and place it in a
more convenient location in
seconds.

* Navigation is "dial-and-select"
simple. Just turn the large
control knob and click on the
vital sign for more targeted
menu options.

40 1 E8819EF Expression is specifically designed to $140,000.00 21.00% $110,600.00
withstand demanding environments
with strong magnetic fields,
Expression delivers the highest
quality results, increased patient
comfort and safety, and improved
productivity with a lifetime of
reliability.
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e Six-color waveform capability -
two ECG, Sp02, EtCO2 and two
IBP - provides and easy to see
overview of patient status

e The cleanest and safest ECG
information available, thanks to
proprietary Advanced Gradient
software, for any clinical
magnet up to and including 3.0
Tesla

o Wireless Sp0O2 monitoring uses
a digital signal to ensure
precise values for saturation
and fast acquisition, even on
pediatrics.

e Precise EtCO2 measurement
with waveform fill helps you
make more informed decisions
when monitoring respiratory
gas.

e Patient body temperature
monitoring allows you to
provide the same standard of
care in the MRI suite that you
offer in the OR by allowing
rectal, esophageal or surface
temperature measurements.

e The smart battery
management system provides
a full eight hours of life on a
single charge for each wireless
module. The monitor displays
the remaining battery life for
the base unit, display and each
module. A remote battery
charger charges up to four
depleted batteries at one time.

e Large, tilting 12-inch color
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EB819EG

EB803BE

screen makes patient monitorig
as effortless as possible with a
complete picture of patient
status including ECG, SpO2,
EtCO?2, invasive pressures and
Active Trend Arrows - that can
easily be viewed from a
distance

e Expression's 360 alarm light is
positioned on top of the
monitor, so you can be alerted
to check the patient's condition
even when you cant bear the
glarm or when you arent in
front of the screen Numbers
and graphs are color-coded
and easy to read, enabling fast
decision making. Open menus
dont block all vitals so you can
continuously ~ monitor  the
patient.

e Using the innovative, quick-set
mount, you can easily remove
the display and place it in a
more convenient location in
seconds.

e Navigation is "dial-and-select"
simple. Just turn the large
control knob and click on the
vital sign for more targeted
menu options.

Expression Wireless Display $19,750.00 21.00% $15,602.50

Physician's Chair with Padded Arms $899.00 21.00% $710.21

Physician's chair has padded arms
for comfort and comes in a charcoal
gray color that blends with any
environment. Chair adjusts from
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16.75in.to 21 in.{42.5 cm x 53.3¢m)
and is only for use in the MR Control
Room. Weighs 45 Ibs.

43 1 E8806FA MR Skull Pins Starter Kit $33,500.00 21.00% $26,465.00

1 NonProducts

44 1 Rigging in iMRI NTE $9999.00 $9,999.00 0.00% $9,999.00
Quote Summary:
Total Contract List Price: $6,831,996.14
Total Discount: (42.04%) {$2,872,229.47)
Total Extended Selling Price: $3,959,766.67
Total Quote Net Selling Price $3,959,766.67

(Quoted prices do not reflect state and local taxes if applicable. Total Net Selling Price Includes
Trade In allowance, if applicable. )
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M3335LL

WO0123MR

3.0T 8-Channel Brain Array ~ $49,000.00 54.00%

- Invivo

The 8-Channel Brain Array
is designed for
high-definition MR brain
imaging on 3.0T HDxt or
MR750 systems. Its
8-element quadrature,
phased-array design
provides 24 cm of
coverage, enabling both
anatomical and vascular
imaging of the brain. The
coil is optimized for use
with ASSET acceleration
for enhanced neuro
imaging.

iMRI Basic Training $66,000.00 0.00%

Two days onsite
consultation. Two
4-consecutive day visits
for vendor simulation. Six
onsite follow-up visits to
supervise surgical cases
and/or perform simulation
reviews. Simulation
reviews must be delivered
in conjunction with a
surgical case.

Excludes MRI system
training.

$22,540.00 X

$66,000.00 X

(Quoted prices do not reflect state and local taxes if applicable.
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Total Net Selling Price Includes Trade In allowance, if applicable. )
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Addendum to Quotations

GE Healthcare

This Addendum to Quotations (“Addendum’}is entered into as of February 13, 2016, by ond between Methodist UT
Hospitol with an address at 1265 Union Ave., Memphis, TN 38104-3415 ["Customer”) and General Electcic Company, by and
through its GE Healthcare division with an address at 9300 Innovation Drive, Wauwatosa, W 53226 |"GE Healthcare®).

WHEREAS, GE Healthcare has provided Customer with those certain Quotations identified and attached hereto 0s
Exhibit A (each, a *Quotation” and collectively, the “Quotations”,) concerning GE Healthcare's desire to sell to Customer, and
Customer's agreement 1o purchase from GE Healthcere, certain GE Healthcare products and/for services listed on each
such Quotation in accordance with the terms and conditions set forth on each such Quotation (each such Quotation, an
“Agreement” and collectively, the "Agreements’}; and

WHEREAS, the parties now desire to amend and/or supplement the Agreement in accordance with the terms and
conditions set forth herein.

NOW THEREFORE, in consideration of the premises and the representations and mutuol undertakings hereinafter
set forth, and for good and valuable consideration, the receipt and sufficiency of which is hereby acknowledged, the parties
agree to the foregaing and os follows:

1 The Quotations are amended by medifying the Quotation Expiration Dotes to read as follows:
"06-30-2016"

2. Entire Agreement. In the event of any conflict between the terms and conditions of this Addendum on the one
hand, and the Agreement on the other hand, the terms and conditions of this Addendum sholl govern and control, Except
us otherwise expressly provided in this Addendum, the parties agree thol all provisions of the Agreement ore hereby ratified
and ogreed to be in full force and effect and are incorporated herein by reference. This Addendum ang the Agreement
contain the entire agreerment among the parties relating to the subject motter herein and all prior proposals, discussions
ond writings by and among the parties and relating to the subject matter herein are superseded hereby and thereby.

3. Form of Payment. Customer's form of poyment is as follows:

Initial to indicate form of payment:
(f potential for o lease exists, GE HFS or otherwise, select leasel

Cash* Lease HFS Loan
If leasing please provide name of finance company below:

*Selecting cash declines option for GE HFS financing

IN WITNESS WHEREOF, Customer and GE Healthcare have caused this Addendum to be executed by their duly outhorized
representatives as of the day and year first above written.

Methodist UT Hosgital GE Healtheare
Signoture: %4{!\/- 2 2; ‘2 A Signature:
Addendum to Quototions / 54738 Page 10of 2

Methodist UT Hospital / GE Hedlthcore GE Healthcare Confidential & Proprietary
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Title: KMM Title:

Date: 2 o /9- / (p_ Date:
Exhibit A
No. Quotation No. Date
1 PR6-C62165 vl Fe";g;’g’ 2
2 PR2-C68173 vl FEbzrg:;y E
3 PR3-C62407 vl Febzrg‘l’;y C
Please see attached.

Addendum to Quotations / 54738
Methadist UT Hospital / GE Healthcare
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GE Healthcare Diagnostic Imgging,Service Proposal

METHODlST H EALTH SYSTEM Quote expires on 6/1/2016

GE Healthcare is excited about partnering with you for all of your Diagniostic Imaging service needs. The followingis a
preliminary quote for your imaging equipment. The quote is for budget:ary purposes and contains only a general description
of the proposed Service offerings. Final pricing and terms will be solely those contained in an executed Agreement.

Equipment Offering - Optioﬁ:s__ - T [ ____Feotuies B i [ Annual Amount
® Remote Console: Excluded
o FE Coverage Weekdays: MON-FRI, 8AM-
9PM
INCLUDED:
e GE SUPPLIED COILS ® FE Coverage Weekend: NO COVERAGE
o GEM il s P T ‘:RF?E Onsite Response Time: 4-Hours
oL ; o
INQ RESPONSE TIME: 30 MIN. e iCenter
GE MR $SPECTROSCOPY o InSite Response: 30
, o SYSTEM USAGE: UNLIMITED I R
3.0T DISCOVERY | AssurePoint EXCLUDED: ® [nSite/Tech Phone Support $131,400
MR750w Standard ) e PM Coverage HOURS/DAYS: MON-FRI, '
#17 ® CHILLER COVERAGE 8A M
L) o PERIPHERAL DEVICES .
o Printers e Repair Parts: Included, Next Day 10:30 AM
o UNINTERRUPTED POWER SUPPLY CaliEhli
o WORKSTATION e Software Upgrades and Updates:
o MAGNET MAINTENANCE & CRYOGEN Softwore and Quality Updates
o TiP Answer Line
o TiP-Fd Online(TV) Subscription
o Uptime Commitment 97%
GE MR ® FE Coverage Weekdays: MON-FRI, 8AM-
MR MAGNET Magnet INCLUDED: 9pPM
MAINTENANCE AND| Maintenance ® MAGNET: 3T EXCITE AND HIGHER: e inSite/Tech Phone Support $44,895
CRYOGEN and Cryogen |HD/HDX.. e Parts Shipping: Included, Next Day 10:30
(MSC287) AM LST-GENERAL
[ TOTAL $176,295

Please call me with any questions:
901.356.7664

Respectfully,

Dan Germanotta
GE Hedlthcare Services Account Manager

GE Company Proprietary and Confidential 2016.02.05 - ePB20160117, Q20160117, $50212068171  €0f3713 Page 1of1 General Electric Company
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February 25, 2016
ELEKTA T

Quotation Number: 2015-112631-MB Quotation Date: January 9, 2016 Valid Until: June 30, 2016

Prepared For: Prepared By:
Genia Nipp Donald Wilkymacky
Methodist Healthcare - Memphis Regional Manager
PO BOX 41058

Memphis, Tennessee 38174-1058 400 Perimeter Center Terrace, Suite 50
us Atlanta, GA 30046
(t} (901) 516-0625 (t) (513) 467-6220
{f) (901) 516-0649 (c) (513) 503-8287

don.wilkymacky@elekta.com
Currency: USD

Elekta is pleased to submit the following Quotation for the products, software licenses, and/or services described herein at the prices and terms stated.

Elekta Versa HD Total Products List Price: $8,688,395.29

Total Offer Price: $2,400,000.00

The price under this Quotation reflects a discount of $6,288,395.29 USD. If customer is an entity that reports its costs on a cost report required by the
Department of Health and Human Services or a state healthcare program, the customer must fully and accurately report any discount that has been provided by
Elekta under the final agreement between the parties in the applicable cost report and provide information upon request by the Secretary of Health and Human
Services or a state agency. A reportable discount may be set out above or exist in the form of undertakings made by Supplier elsewhere in this Agreement.

Subject to Elekta, Inc. Terms and Conditions or those previously negotiated.

State, local, VAT and other taxes, and import/export licenses are not included in this Quotation

Elekta, Inc., 400 Perimeter Center Terrace, Suite 50, Atlanta, GA 30346 2
Phone: 770 300 9725 | Fax: 770 670 2323 | www.elekta.com

All terms, conditions, pricing, product, and service information must remain confidential and should not be disclosed to any other party especially consultant
firms such as MDB, ECRI, etc.
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Scope of Supply
Qty  Description
1 Elekta Versa HD™
Versa HD™ provides:
. Digital accelerator with exclusive cover set design;
. Agility™, Elekta's integrated multi-leaf collimator that provides full field high resolution beam shaping (5mm at isocentre), a

40 x 40cm treatment field and effective leaf tip speed of up to 6.5cm/sec, capable of covering multiple targets with
interdigitation and island shapes;

. 6MV and 10MV flattened energies delivered as standard;

. A broad spectrum of delivery techniques from 3D Conformal Radiotherapy to IMRT, VMAT and SRT techniques;

. XVI, offering 2D and 3D kV image guidance for advanced soft tissue visualization supporting image guided treatment
workflows, XVI Software options VolumeView™, MotionView™ and PlanarView™ are included;

. iViewGT™, offering 2D MV imaging capability supporting image guided treatment workflows.

1 ExacTrac Goalpost Set
Versa HD™ compatible Goalposts in combination with Brainlab ExacTrac System.

1 Versa HD standard cover set.

1 Integrity™ R3.2 control system software Integrity is the latest generation of Elekta's fully digitai treatment control system software for
systems with Agility™. Integrity is built on the latest LynX OS platform and is the monitoring and control foundation of Elekta treatment
delivery systems. Integrity additionally supports Continuously Variable Dose Rate, dynamic and VMAT deliveries.

1 Hardware Upgrade Kit - Integrity™ R3.1

1 High Dose Rate Mode Hardware Upgrade Kit

1 Integrity ™ 3.1 Software Upgrade Kit

1 Linac Seismic Kit USA
Compliant to Californian Building Code.

1 XVI Seismic kit

1 15 MV High Energy Photon

1 6MV High Dose Rate Software License
High Dose Rate Mode provides flattening filter free beam delivery of 6MV beams at dose rates up 1,400 MU/min, as well as reduction in
scatter, lowering whole body radiation doses.

1 10MV High Dose Rate Software License
High Dose Rate Mode provides flattening filter free beam delivery of 10MV beams at dose rates up to 2,200 MU/min, as well as
reduction in scatter, lowering whole body radiation doses.

Elekta, Inc., 400 Perimeter Center Terrace, Suite 50, Atlanta, GA 30346 3
Phone: 770 300 9725 | Fax: 770 670 2323 | www.elekta.com

All terms, conditions, pricing, product, and service information must remain confidential and should not be disclosed to any other party especially consultant firms
such as MDB, ECRI, etc.
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1 6 MeV Electron Energy

1 9 MeV Electron Energy

1 12 MeV Electron Energy

1 15 MeV Electron Energy

1 U.S.A. Electron Flatness
Electron flatness according to U.S.A. standards, optimized at 100 cm.

1 Standard Set of Aperture Plate Electron Beam Applicators

Field sizes:
. 6 x6 cm, SSD 95¢cm
. 10 x 10 cm, SSD 95 ¢cm
. 14 x 14 cm, SSD 95 cm
. 20 x 20 cm, SSD 95 cm

Fitted with spring loaded touch guard, coded end frames and electrical connection to linear accelerator latch mounting system enables
easy and rapid attachment.

1 Customer Data Match
The option of matching one or more new Elekta machines to each other and/or to an Elekta machine already installed on a customer
site. The match is carried out during production of the new machines and the match is made to the factory data recorded in production
for the existing Elekta machine.

1 Wedge Factor Match
The option of matching the wedged profiles and wedge output factors of one or more new Elekta machines to each other and to an
Elekta machine already installed on a customer site. The match is carried out during production of the new machines and the match is
made to customer data supplied from the existing Elekta machine.

1 VMAT CAT (Volumetric Arc Therapy Customer Acceptance Test)
1 Response™ Gating Control System for Digital Accelerators
Response provides a seamless interface that supports automated gated treatment delivery for a range of delivery techniques on the

Elekta Digital Accelerator. The gating signal can be provided by a validated external motion management system, such as the Active
Breathing Coordinator™,

1 SYNERGISTIQ ™ Software License
Enables the XVI functionality to support SYNERGISTIQ. SYNERGISTIQ integrates MOSAIQ® and Elekta Synergy® into a
consolidated and synchronized user interface.

1 Software Media Pack, SYNERGISTIQ™ Clients

1 kiloVoltage Cone-beam CT Hardware for Versa HD™

Elekta, Inc., 400 Perimeter Center Terrace, Suite 50, Atlanta, GA 30346 4
Phone: 770 300 9725 | Fax: 770 670 2323 | www.elekta.com

All terms, conditions, pricing, product, and service information must remain confidential and should not be disclosed to any other party especially consultant firms
such as MDB, ECRI, etc.
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1 40kW KV generator - 480V
The integrated 40kW kV generator provides multiple settings control via the XVI software. Acquisition parameters are configured within
the preset protocol function in the XVI software, and is user configurable. The generator and X-ray tube have been optimized for the 3D
VolumeView™ imaging, as well as the 2D radiographic type exposures of PlanarView™ and MotionView™.

1 Control System hardware for XVI R5.0.3
The XVI control system is a high specification PC which supports all aspects of the IGRT process including 2D, 3D and 4D kV image
acquisition, reconstruction, and analysis using a suite of registration functionality.

1 Base XVI License
The XVI 5.x base license includes the following features as standard:

. PlanarView™: 2D kV radiograph mode
. MotionView™: 2D kV fluoroscopic mode
. VolumeView™: 3D kV volumetric imaging mode
° Segmental MotionView™ and VolumeView™: Pause/Restart 2D fluoro or 3D volumetric acquisitions manually.
1 Intrafraction Imaging License

Provides the ability to acquire kV images during the delivery of an MV treatment field. Intra-fraction imaging allows you to:
. Acquire images (2D fluoro) for a specified time, and then move directly into a 3D volumetric acquisition.
. Acquire a 3D volumetric image during conformal, IMRT or VMAT MV deliveries to measure intrafraction movement.
. Perform Intra-fraction 3D or 4D volumetric imaging and registration per arc during dual (or multiple) arc procedures, allowing

table corrections in between arcs.

1 Symmetry™ License
Symmetry is primarily indicated for respiratory motion management. It offers a unique 4D IGRT online solution that is correlated to
internal organ movement. It facilitates for the planned dose to be delivered to the volume where the target spends most of its time in.
This allows for margin reduction and baseline shift compensation, supporting treatment deliveries during free-breathing with no
surrogates. The use of Symmetry does not require planning on a 4D reference CT.

1 Critical Structure Avoidance
Critical Structure Avoidance allows the registration of two separate areas of anatomy, utilizing both the clipbox and the Shaped
Registration Region of Interest. XVI software will calculate the relationship of both areas of anatomy to the proposed correction vectors
and alert the user if the target has moved closer to the critical structures due to anatomical changes. The user can then choose to
select a compromise between the two areas, or send the patient for re-planning.

1 3D Automated Seed Match License
Offers an optimized 3D registration algorithm to register implanted markers, without compromising on 3D volumetric information.

1 Distributed Review
Distributed Review allows the sending of XVI CBCT data to MOSAIQ® for review at any MOSAIQ® workstation, as well as the primary
XVI workstation.
Pre-requisites:

. Distributed Imaging/Treatment
. DICOM CT Export (+/- Auto DICOM CT Export).

Elekta, Inc., 400 Perimeter Center Terrace, Suite 50, Atlanta, GA 30346 5
Phone: 770 300 9725 | Fax: 770 670 2323 | www.elekta.com

All terms, conditions, pricing, product, and service information must remain confidential and should not be disclosed to any other party especially consultant firms
such as MDB, ECRI, etc.
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1 Distributed Imaging
Distributed Imaging allows the transfer a patient between XVI systems without having to prepare the registration settings on the
secondary XVI system, through MOSAIQ®.

1 Elekta XVI Basic Calibration Kit - Bearing Phantom Assembly
Specially designed geometric calibration phantom for kV to MV isocentre alignment. Suitable for the XVI system with the iBEAM® evo
couch top.

1 Couchtop Adaptor kit for QA Phantom
Single ball phantom table top adapter kit. This attachment supports the single ball bearing phantom which is used to calibrate the XVI
imaging software to the mechanical isocenter. Fits the iBEAM®, iIBEAM® evo, HexaPOD™ evo and Connexion™ couchtops.

1 Kit, XVI Daily QA Phantom
Daily QA Phantom for kV and MV projection imaging and KV VolumeView™ checks Laser and lightfield coincide additionally
Spreadsheet for recording and analyzing trend results.

1 XVI Water Calibration Kit
Water phantom calibration kit for XVI calibration. It provides a reduction in CBCT image ring artefacts in addition to image quality
improvements.

1 VolumeView™ Contrast phantom
QA phantom to enable measurement of high resolution and contrast resolution and other image quality parameters of the VolumeView
images acquired on the XV| workstation.

1 2D Image Quality Phantom
Image quality phantom use for 2D kV image quality to determine the low contrast and spatial resolution of XVI 2D images
(PlanarView™ images). This test tool is used for the 2D image quality of the Customer Acceptance Test for XVI and can be used to
monitor image quality over a period of time.

1 DICOM 4D export
4D DICOM export allows the user to export to a third party system the CBCT data as generated by Symmetry™ of:

. Average phases
. All phases
. Single phase.
1 Archive and refrieve to network

Performs automatic archiving of patient images to a pre-defined network location, outside of MOSAIQ®. Archiving can be scheduled,
and the network location can be specified at will. The same tool performs retrieval of files from the same location.

1 Versa HD™ iViewGT™
This kit contains all of the components for iViewGT including;

. A MK 6 imaging control system cabinet with the iViewGT software R3.4.1. pre-installed.
. A rigid and fully retractable slim line MV imaging detector arm with a large, square active detector area and wide lateral and
longitudinal movement adjustments. The arm has automatic and manual atm movements and is fully interlocked.

1 iViewGT™ Amorphous Silicon detector panel

1 iViewGT™ R3.4.1 Installation Kit

Elekta, Inc., 400 Perimeter Center Terrace, Suite 50, Atlanta, GA 30346 6
Phone: 770 300 9725 | Fax: 770 670 2323 | www.elekta.com
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1 iViewGT™ R3.4.1 Software License

1 iViewGT ™ R3.4.1Software License Collation
Third Party License toolkit necessary for supporting iViewGT.

1 Remote Retraction of the iViewGT™ detector - 30M
This kit allows Remote Retraction of the iViewGT detector from the Function Key Pad.

1 DICOM 3.0 software interface for image transfer
The international standard interface protocol for network transfer of medical images.

1 iViewGT™ IMRT Verification Software License
This software expands existing iViewGT functions to verify multiple segment beams for IMRT. The iViewGT image acquisition is
triggered automatically and the image taken depends on whether the user selects single, multiple or movie image.

1 Template Matching Software License
The template matching option enables the user to compare the portal image with a nominated reference image for any set-up error. The
set-up error is measured by matching visible anatomy and the field edge on the referenced image with the portal image. The user can
move the templates to provide an image displacement.

1 Patient Auto Select Software License
This enables the prescription selected on the Linac to automatically select or create that patient record on iViewGT™ or iViewC™ using
the iCom-Vx protocol. In addition, images will automatically be acquired and stored in the iViewGT / iViewC database without further
operator intervention.

1 Software License Image Approval
This allows the user, assigned with the 'review' permission, to approve or disapprove any image within iViewGT™ or iViewC™,

1 Las Vegas Calibration Phantom
The Las Vegas phantom is a device that is used to check image quality of a portal imaging device at different megavoltage energies
both at acceptance and as part of the corrective maintenance procedure.

1 HexaPOD evo RT System with iGUIDE 2.1
This HexaPOD evo RT System / iGUIDE 2.1 a robotic patient positioning system with 6DOF to correct patient positioning
misalignments. This System is dedicated for the usage in combination with the Brainlab ExacTrac System.lIt consists of:

HexaPOD evo Module

iBEAM evo Extension 415

iBEAM evo Extension 650

iBEAM evo Frameless Extension (for Brainlab Array)
iBEAM evo Indexing Bars

Hand Held Control

Enable Switch Board

iGUIDE 2.1 Workstation

2 Monitors, 2Keyboard and 2 Mice (Workstation / Terminal)
iGUIDE Tracking System

Reference Frame Set.

® ® & % 8 ® % 8 8 B @

1 HexaPOD™ evo RT System Integration License
This licence package will provide the following integration features:

. Interface to MOSAIQ for automated patient ID and treatment site loading for departments using MOSAIQ 2.5 or higher.
D Control of Precise Table with iGUIDE for Systems with Integrity 3.2.

Elekta, Inc., 400 Perimeter Center Terrace, Suite 50, Atlanta, GA 30346 7
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1 iBEAM® evo Extension 650
The IBEAM evo Extension 650 is designed to support the patient's upper body and extends off the end of the iIBEAM evo Couchtop by
650 mm, thus allowing for treatment of the prostate of very tall patients.

1 iBEAM® evo Couch Adapter
Allows mounting head fixation system with a hook & latch mechanism.

1 BodyFIX® 14 System Stereotactic Frameless for indexed table tops
This is a system for indexed table tops. It's ideal for immobilization and accurate repositioning of the patient from planning to treatment
delivery. It is the solution for use with IGRT for dose escalated hypofractionated treatment delivery. It is designed for the treatment of
the total body. The stereotactic target positioner and localizer is not included.

2 BodyFIX® 14 BlueBAG™ plus HIP 700x1825/50L

2 BodyFIX® 14 BlueBAG™ plus HIP 700x2025/60L

2 BodyFIX® 14 BlueBAG™ plus HIP 850x2025/80L

1 Active Breathing Coordinator™
Active Breathing Coordinator provides non-invasive, internal immobilization of anatomies affected by respiratory motion. Active
Breathing Coordinator supports automated assisted breath-hold gating of the MV beam in conjunction with the Response gating
interface, as well as manual gating capability without Response.

The ergonomic design provides flexibility and ease of use.

The laptop can be used on the trolley or off taken out and used in the treatment control room.

The basket gives ample room for the mouthpiece, nose clips and other items.

The display, keyboard and mouse on the trolley can be moved and used patient side.

The trolley includes storage positions for items like the mouth-piece fixation and patient control switch, for ease of storage
and transport.

1 Mouth Piece and Filter Kit (standard; qty 20 )
Kit of 20 Mouthpiece & Filter assemblies to replace those discarded after use. For use with the Active Breathing Coordinator™.

1 Active Breathing Coordinator™ Trolley Keyboard
The Active Breathing Coordinator trolley keyboard should be purchased locally to suit the needs of the user using the specifications
detailed in PRT 0127.

1 Active Breathing Coordinator™ Laptop Specification
The Active Breathing Coordinator laptop should be purchased locally using the specifications detailed in PRT 0128.

1 3L Spirometer Calibration Syringe for Active Breathing Coordinator™
3 liter manual Spirometer Calibration Syringe for quality assurance of the Active Breathing Coordinator.

1 Active Breathing Coordinator™ R3.0 Media Kit

1 Cat 5 Network cable 30 meters
Required to connect the Active Breathing Coordinator™ system in the treatment room to the laptop in the control room.

Elekta, Inc., 400 Perimeter Center Terrace, Suite 50, Atlanta, GA 30346 8
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1 Coded shadow tray assembly - Short
Provides a means for attaching X-ray shadow blocks onto the head of the Linear Accelerator or Simulator. Comprising:

. Shadow tray assembly with hook and latch mounting, and multi-way plug connector
° Two removable parallel transparent Perspex™ trays, one of which may be coded.

1 Beam Block Tray - Star Pattern
Lexan beam block tray with holes in a star pattern. Trays are designed with threaded, removable plugs for the coding of each block.
Specially designed for use with the Elekta shadow tray assembly.

1 Hook and Latch Magnification Graticule
Solid Frame Port Film magnification graticule that attaches directly to the Linac, taking the place of the coded shadow tray, thus
providing more clearance between the patient and the accessory. Used in treatment verification for situations where simultaneous
fitment of blocking tray is not required.

1 Electron Beam Field Shaping System
For use with Electron applicators from Elekta and allows the user to easily provide Electron Beam field shaping. The system
comprises:

. A Universal leveling template with an adjustable amm for securing styro-foam inserts- Set of five (5) rubber molds compatible
with Elekta Electron applicators
6cm x 6cm
10cm x 10cm
14cm x 14cm
20cm x 20cm
25¢m x 25cm

Provided as part of the system is one (1) Hot Wire Cutter.

4 19-inch Control Room LCD Monitor

1 IMKM
The In-room Monitor and Keyboard function provides the operator with access to all clinical and service functions available at the
control console from inside the treatment room.
Comprising:

. Cable switching connectors for attaching the in-room monitor to the treatment control system.

1 In-room Monitor, Keyboard and Mouse Local Procurement Specification

1 AQUA Version 1.0 base license.
AQUA is a QA management system designed to integrate devices such as treatment delivery, imaging and quality assurance
equipment in routine use within today's radiation therapy departments, irrespective of vendor, including:

Linear accelerators
Quality assurance equipment
CT simulators and other imaging systems
Brachytherapy equipment

. Gamma Knife® and other radiosurgery machines
AQUA provides a web-based database for easy monitoring and maintenance of all machine QA processes across the clinic, or multiple
sites, allowing centralized data management and remote access. Providing a full suite of workflow-orientated machine QA tasks, AQUA
monitors regular scheduled tests to confirm that machines are operating within specifications and are fit for patient therapy. With
real-time alerts to areas that require immediate attention, AQUA detects machine compliance and performance issues before they

Elekta, Inc., 400 Perimeter Center Terrace, Suite 50, Atlanta, GA 30346 9
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affect clinical service, increasing confidence in machine quality and safety.
The base license includes integration of up to two devices.

2 AQUA additional device license.
This license requires the customer to have AQUA site license (TRT 7401) and can only be ordered in addition to a new or existing site
license. Order one license per additional device.

1 Delivery Parameters Log File Convertor
Enables a user to upload log files and have them converted into csv format.

1 IntelliMax™ Intelligent Agent
This License provides only the IntelliMax Intelligent Agent license. Any provision of services relating to the use of data collected by the
Agent (via the IntelliMax Enterprise) should be negotiated as part of the Service Contract between the Customer and the
BU/distributor. IntelliMax Intelligent Agent requires a dedicated PC. Provision of this PC must be negotiated between the Customer
and the Elekta BU/Distributor. A specification of the PC can be obtained from your Elekta representative. IntelliMax Intelligent Agent
also requires a direct internet connection to the Agent PC opening secure port 443 (https).

1 Extender Cards
Extender cards for fault diagnosis on the Electrical Interface Module (EIM).
1 ExacTrac Hardware CITB Kit - 15m

The CITB-ET enables communication between Elektalinac and Brainlab ExacTrac System. The provided cable length is 15m.

1 Turbo Starter Kit for Linear Accelerators
Ancillary equipment required for the installation and maintenance of any Precise Digital Accelerator. Comprising:

° Rotary vacuum pump
. Turbo molecular pump attachment for rapid pump down times and higher roughing vacuum.
1 Room Lasers, Green, Remote

Set of 4 green room lasers with remote control adjustment. Comprising 3 crosshair and 1 line sagittal laser. Featuring fine lines (<
1mm), high precision adjustment at the isocenter and stable mounting bracket. Inclusive of switchable (110v to 240v) power supply and
universal main adaptor.

2 Clinical academic course: IMRT/VMAT
The objective of this clinical program is to present the steps required to imptement IMRT/VMAT for routine treatment on Elekta's linear
accelerators.

Target groups

Radiation oncologists

Medical physicists

Dosimetrists

Radiation Therapists/Radiographers

Content:
. Commissioning the linear accelerator and treatment
. planning system for IMRT/VMAT
. Acquisition of beam data
. Dosimetry and stability of beam segments of small MU and dimensions
. Methods to establish the appropriate margins for IMRT/VMAT
° Inverse planning methods for IMRT/VMAT
. QA tools for IMRT/VMAT delivery
e Demonstrations performed on Elekta linear accelerators

Elekta, Inc., 400 Perimeter Center Terrace, Suite 50, Atlanta, GA 30346 10
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. 2-day course.

2 Clinical academic course: SBRT

Objective:
This advanced clinical training program is designed to present the processes required to implement Sterotactic Radiation Therapy
(SRT) / Radiosurgery (SRS) utilizing Elekta Axesse™ and other Elekta linear accelerators stereotactic capabilities.

Target groups
. Radiation Therapists/Radiographers
. Dosimaetrist
. Radiation Oncologists
. Physicists
Content:
. Understand dose selection, fractionation and planning techniques
. Become familiar with imaging requirements (pre/post treatment)
D Practice setup and verification
D Observe and discuss delivery of SRT/SRS
. Increase confidence to implement SRT/SRS into routine clinical practice
. Provide theoretical background to Stereotaxy and dose escalation/ hypofractionation
. Demonstrate the use of Elekta SRT systems for target localization
. Practical session in patient setup, positioning and immeobilization
® Dose selection, fractionation and planning techniques

Training centres

. 2-day course held at European centre in collaboration with Elekta.
. 2-day course held at: Wake Forest School of Medicine, Winston Salem, NC , USA

Pricing Does Not Include

® Airfare
. Hotel
. Travel related expenses.

1 Applications Training for Standard Therapy on the Desktop
The 2-day Standard Precise Desktop Course (travel time inclusive) provides training for 4 Radiation Therapists in the clinical use of the
Precise Desktop Digital Linear Accelerator. Successful participants will be equipped with the knowledge and skills to operate the
system effectively. The course does not provide training in the principles or techniques used in Radiation Therapy.

1 Applications training for iViewGT™
The 3-day iViewGT training course (travel time inclusive), provides training for 4 radiation therapists in the clinical use of the iViewGT
imaging system. Successful participants will be equipped with the knowledge and skills to operate the system effectively. The course
does not provide training in the principles or techniques used in radiation therapy.

1 XVI Applications Training
The 4-day XV training course (travel time inclusive) provides training for Radiation Therapists in the clinical use of the X-ray Volume
Imaging portion of the Elekta Digital Accelerators, Successful participants will be equipped with the knowledge and skills to operate the
system effectively. The course does not provide training in the principles or techniques used in Radiation Therapy, CT, or Diagnostic
Imaging. This course is given at the customer site for a maximum of 4 users.

1 HexaPOD™ evo RT System Training
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The 2-day HexaPOD evo RT CouchTop and iGUIDE® course (travel inclusive) provides training for 4 radiation therapists in the clinical
use of the HexaPOD evo RT CouchTop and iGUIDE software. Successful participants will be equipped with the knowledge and skills to
operate the system effectively. The course does not provide training in the principles or techniques used in radiation therapy.

1 BodyFIX® Training
The 1-day BodyFIX system course provides training for 4 radiation therapists in the clinical use of the BodyFIX system. Successful
participants will be equipped with the knowledge and skills to operate the system effectively. The course does not provide training in the
principles or techniques used in radiation therapy.

1 Linac Labor Warranty

1 Standard Rigging & Handling
Basic rigging of Linac to first floor or ground floor location. Elekta will provide the necessary crew to offload, uncrate, rigging and
machinery moving required to set system as per plan, and remove debris. Basic rigging excludes use of a crane or rigging down an
elevator shaft.
Standard Rigging includes:

Make one pre-installation site visit and delivery project management.

Drill holes for equipment fasteners

Supply a 12,000 Ib. capacity forklift during the off-loading procedure

Stage and uncrate the Linac machine, move all components into the facility, and set as directed.
Remove and dispose of all packaging that will not be reused.

Transport the base, gantry and beam arm into the facility/bunker on transport trolleys supplied by Elekta.
Set the base frame in place (Elekta will level).

Set the gantry drum onto the base frame.

Set beam arm into the gantry.

Install counterweight holder and stack the counterweights.

Supply a manual gantry lifting system to perform aforementioned setting activities and all necessary tools.-

® 8 & 8 & & & 8 B 0 @

Supply a crew, including a rigging supervisor.

° Include the cost of all associated resource and expenses, including related travel time.
. Complete all rigging activities in a single day.

Standard Rigging excludes:

Crane service. - Elevator, or shaft deliveries.

No clear access to the building (exterior).

Interior obstruction en route to treatment room.

Any shoring needed to protect the structure from the weight of the system.

Any shoring and/or plating needed to build temporary dock or landing area for the unit.

Extra-long delivery routes, distances in excess of 150' from offload site to the treatment room.

Overtime, weekend, premium time, unless Weekend Rigging selected.

Additional travel expenses should the project exceed the time allotted in this scope for reasons beyond Elekta or our
contractor's control.

0 Additional man-hours, manpower, travel expenses, or equipment required due to delays caused by incorrect site preparation,
waiting time, or delays not caused by Elekta or our contractor will be itemized and billed to the customer at then current
rates.

" 8 B 9 & 0 8 ®

1 Open Air Graticule
The Open Air Graticule is intended to be used for Radiation Therapy to project a scale of defined increments on port film images which
can aid in treatment setup and verification. The Open Air Graticule does not require the use of a shadow tray holder and can be
attached directly to the head of the Precise Treatment System or SL Linac. It consists of two wires delineating the X & Y axis of the
treatment field. This model of graticule is ideal for MLC customers and especially those using Elekta's iView & iViewGTTM. Because
the open air graticule has a minimal transmission factor, with Physic's approval, the customer does not have to re-enter the treatment
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room after the port film to deliver the treatment. Please see product User manual for specific treatment information.

1 Elekta Site Marketing Program
Elekla's Strategic Marketing and Referral Techniques (SMART) program provides a comprehensive array of general and
technology-specific marketing tools and resource materials to help you cultivate your investment. if purchased separately via a third
party, this package could be valued at $12,000.00 usD.
Following Is a content overview of the program:

. Elekta Site Marketing Templates & Materials Package - CD-ROMs contain PowerPoint presentations, suggested copy,
brochures, videos and templates to help your center market to patient populations and referring physicians, as well as
product images that can be used to produce brochures, patient education pieces, advertising, efc. Templates and design
source files may be customized by your center to align with your specific outreach or branding.

. Secure Website - Following a brief registration process, you will have 24-hour marketing support via secure online access o
the most current SMART images, video materials, tools and templates, guidebooks and tutorial material. Download design
files or templates to facilitate customization and meeting time-sensitive deadlines, or video files for use in consultation, on
targeted website landing pages, or as calls-to-action. Quickly reference guidebooks, suggested marketing timelines and
strategies, when and where you need them.

. Educational Outreach - Periodic WebEx presentations offer virtual learming opportunities that support practice growth
objectives within evolving market strategies. Email publications keep you informed on best practices within traditional and
virtual marketing channels. Additional opportunities include live events to coincide with regional / national meetings, such as
Elekta's Oncology Users Meeting, to provide updates on getting the most out of your SMART taols, as well as evolving
market trends.

1 Aperture Plate Electron Beam Applicator 25x25¢cm
Fitted with spring loaded touch guard, coded end frames and electrical connection to linear accelerator.
The X-ray diaphragms are then set automatically to the optimum position.
A unigue hook and latch mounting system enables easy and rapid attachment.

1 Applications training for Active Breathing Coordinator™
A 2 day on site Applications training for ABC is given for a maximum of 4 operators. This course ensures that the operators are
confident and able to use the ABC and all purchased licensed options safely and efficiently The course does not provide training in the
principles or techniques used in radiation therapy.

1 Elekta Versa HD™ - Optional XVI Cassettes
Provision of additional XV collimators, in Elekta Versa HD colours, for Imaging. Includes:

. VolumeView cassettes: L10, M2, L.2
. XVI Cassette holder.

1 Linac Installation

1 Drayage

1 Closed Circuit TV System - Color
The standard CCTV system consists of two Samsung SNP-5321 (1.3 Megapixel HD) dome-shaped color cameras and two
pan/tilt/zoom control mounts allowing the operator full control of both cameras. An 18.5 inch flat screen monitor is also provided and
supports a resolution of up to 1360 x 768.

1 Intercom system for patient and radiographer communication
The ASK-4® 501-TLI-CF is a single zone audio monitoring system with 2-way talk/listen capabiliies. It consists of a remote
speaker/microphone and audio base station with built-in microphone and speaker.
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1 Non-Standard Request

Please refer to Exhibit G for full details of the Non-Standard Request included in this offer.

1 Medical Gases SF6 for Installation and Service
Includes:
. 44-liter cylinder for SF6 gas
» 115 Ibs of SF6 gas
. Regulator
. Delivery.
1 Medical Gases Nitrogen for Installation and Service
Includes:
. 16-liter cylinder for Nitrogen (N2) gas
. Nitrogen (N2) gas
. Regulator
. Delivery.
1 A Frame for Installation/Service
Includes:
. A Frame
. Trolley

. Hoist (pulley)

Delivery Note: Not required if iBeam is in place.

1 Power Distribution Unit for Elekta® Linear Accelerator - 480 Volt Input
The PDCU incorporates a transformer, output circuit breakers, filtering for high frequency noise, distortion, and transient pulse
suppression, in one cabinet. This reduces site preparation costs and complexity for the customer.
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Quotation Number: 2016-125653-MB

Prepared For:
Erich Mounce
Methodist Healthcare - Memphis

ACCOUNTS PAYABLE
PO BOX 41058

Memphis, Tennessee 38174
us

(t) (901) 516-0625

(f) (901) 516-0649

Currency: USD

Quotation Date: February 22, 2016

Valid Until: June 30, 2016

Prepared By:
Matt Booker
Client Manager Tennessee/Missouri

400 Perimeter Center Terrace - Suite 50
Atlanta, GA 30346

{t)

(c) (949) 306-0690
matt.booker@elekta.com

Elekta is pleased to submit the following Quotation for the products, software licenses, and/or services described herein at the prices and terms stated.

Total Products List Price:
Total Products Discount:

Total Offer Price:

$950,725.00
$0.00

$950,725.00

The price under this Quotation reflects a discount of $0.00 USD. If customer is an entity that reports its costs on a cost report required by the Department of

Health and Human Services or a state healthcare program, the customer must fully and accurately report any discount that has been provided by Elekta under
the final agreement between the parties in the applicable cost report and provide information upon request by the Secretary of Health and Human Services or a
state agency. A reportable discount may be set out above or exist in the form of undertakings made by Supplier elsewhere in this Agreement.

Subject to Elekta, Inc. Terms and Conditions or those previously negotiated.

State, local, VAT and other taxes, and import/export licenses are not included in this Quotation

Elekta, Inc., 400 Perimeter Center Terrace, Suite 50, Atlanta, GA 30346 2
Phone: 770 300 9725 | Fax: 770 670 2323 | www.elekta.com

All terms, conditions, pricing, product, and service information must remain confidential and should not be disclosed to any other party especially consultant
firms such as MDB, ECRI, etc.
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5 Service for Versa HD

Elekta, Inc., 400 Perimeter Center Terrace, Suite 50, Atlanta, GA 30346
Phone: 770 300 9725 | Fax: 770 670 2323 | www.elekta.com

All terms, conditions, pricing, product, and service information must remain confidential and should not be disclosed to any other party especially consultant firms
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PHILIPS HEALTHCARE 4
A division of Philips Electronics North America Corporation
22100 Bothell Everett Highway

P.O. Box 3003
Bothell, Washington 98041-3003

Quotation #: 1-1EN38XN Rev: 3 Effective From: 23-Feb-16 To: 30-Jun-16
Presented To: Presented By:
METHODIST HEALTHCARE UNIVERSITY HOSPITAL Brad Behanna Tel: (615) 585-6739
1265 UNION AVE Account Manager Fax:
MEMPHIS, TN 38104-3499 Kevin Fultz Tel:
Regional Manager Fax:
Tel:
Alternate Address:

Date Printed: 23-Feb-16

Submit Orders To:

22100 BOTHELL EVERETT HWY
BOTHELL WA 98021

Tel: (888) 564-8643
Fax:(425) 458-0390

The Service information contained in this Quote is subject to a separate service proposal.

This quotation contains confidential and proprietary information of Philips Healthcare, a division of Philips Electronics North America Corporation
("Philips") and is intended for use only by the customer whose name appears on this quotation. It may not be disclosed to third parties without the
prior written consent of Philips.

IMPORTANT NOTICE:  Health care providers are reminded that if the transactions herein include or involve a loan or discount (including a rebate
or other price reduction), they must fully and accurately report such loan or discount on cost reports or other applicable reports or claims for
payment submitted under any federal or state health care program, including but not limited to Medicare and Medicaid, such as may be required by
state or federal law, including but not limited to 42 CFR 1001.952(h).

Quotation #: 1-1EN38XN Rev.: 3 Page 1 of 40
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ine # Product | Qty Price

100247 Allura Xper FD20 OR Table 1 $1,972,443.00
Equipment Total: $1,972,443.00

Product Qty Each Monthly Price
100247 Allura Xper FD20 OR Table 1 $1,972,443.00 $1,972,443.00
SVCO0130 Protection POS $7,818.75
The Service information contained in this Quote is subject to a separate service proposal.
Buying Group: HEALTHTRUST PURCHASING GROUP Contract#: 500005
Addt'l Terms:

Each Quotation solution will reference a specific Buying Group/Contract Number representing an agreement containing discounts, fees
and any specific terms and conditions which will apply to that single quoted solution. If no Buying Group/Contract Number is shown,
Philips' Terms and Conditions of Sale will apply to the quoted solution.

Each equipment system listed on purchase order/orders represents a separate and distinct financial transaction. We understand and agree that
each transaction is to be individually billed and paid.

Payment Terms: 0% Down, 80% Upon Delivery, 20% Due When the Product is Available for First
Patient Use, Net due 30 days from date of invoice

Quotation #: 1-1EN38XN Rev.: 3 Page 2 of 40



Options

Qty
1

1

Product

NNAE968 FD20_C ORT FlexMove

NNAE159 30Fr/sec Extension

NNAE853 FlexVision_XL 8 Input Package

NCVC490 Maquet ORT integration kit

NCVA801 Table APC

NCVAB95 FD Rotational Angio

NCVAB694 Subtracted Bolus Chase

NCVA693 FD Dual Fluoro

NCVA672 FD SmartMask

NCVA101 Peripheral X-ray Filter

NCVC319 HeartNavigator R2

NCVB878 Interventional Tools Hardware

NCVAS590 Real time image link

NCVA116 3D RA Control for Xper Module

NCVB775 FlexV XL xperHD for 3rd p. MCS
980406041009 Rad Shield w/ Arm (Contoured) 61X76
989801220158 Mark 7 Arterion, Table Mount
989801220273 Ceiling Track w/Column & Handle Ext
989801220281 25 kVA Fluoro only UPS - UPC

Third Party ltem Hybrid OR Comps:lts,booms,dspys, vid int
Third Party [tem Flexvision boom

Third Party item Maquet Table

Product
NCVB868 CX50 Video and Ul coupling

NCVC132 EchoNavigator R2
NCVAQ92 Lab Reporting

NCVA781 Dicom Print compose
NCVA258 CO2 View Trace Software
NCVB171 3D-RAR.6

NCVB168 3D Roadmap

NCVB167 MR/CT Roadmap

Quotation #: 1-1EN38XN Rev.: 3

ote Summary
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Quote Summary

Options

Qty Product

1 FCV0569 Coupling to Video Switching

1 NCVB947 XL screen video-share slaving

1 NCVB591 2ND REF for FlexVision XL

1 980406190009 PIVOTING TABLE-MOUNTED RADIATION SHIELD
1 989801220202 CORE Precision Guided Therapy System

1 989801220211 CORE™ Control Pad Option

Quotation #: 1-1EN38XN Rev.: 3 Page 4 of 40
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1

System Type:

New

Freight Terms: FOB Destination
Warranty Terms: Part numbers beginning with two (2) asterisks (**) are covered by a System 12 Months Warranty. All other part numbers

are third (3rd) party items.

Special Notations:  Contingencies must be removed 120 days before scheduled shipment to assure delivery on specified date.
Any rigging costs are the responsibility of the Purchaser.

Additional Terms:

Line # Part# Description Qty

1 *NNAE968 FD20_C ORT FlexMove 1

Allura Xper FD20 ORT FlexMove monoplane system is a state of art X-ray imaging system that
can be customized to support a wide range of applications including peripheral, abdominal,
cerebral, thoracic, cardiac and non-vascular interventional and diagnostic procedures. The system
is delivered without the Xper Table and a Maquet Magnus operating table must be added to the
system. Table side user interface modules are now mounted to the pedestal.

The Allura Xper with FlexMove option allows placement in a normal operating theater.

* The new ceiling construction enables the use of Laminar Airflow.

« In case no imaging is needed, the system can be parked in the corner, which allows a
normal operating area when doing open surgery and enables the user to make full use of
the lab.

* The head-end side of the patient is still available for anesthesia and therefore not blocked
by the Allura system.

GEOMETRY

The Allura Xper FD20 FlexMove Stand

The Allura FlexMove stand is a stable assembly of a C-arm and a ceiling suspended L-arm. The
ceiling suspended L-arm provides the following advantages:

« The new ceiling construction allows the system to be steered over the patient by using a
joy-stick which prevents table panning which is not wanted in a lot of cases.

» The system can be positioned behind a physician or someone of the staff which gives them
all the space they need around the patient and can be moved in a simple manor whenever
needed.

+ The new ceiling construction allows the system to be moved around the patient and be
brought in from any position.

«  When a minimally invasive procedure has to convert to open surgery, the system can easily
be moved out of the way.

+ The Allura Xper system with FlexMove takes only limited amount of space around the table
and for that reason has limited impact on the workflow of the physicians and staff in the
room.

+ The FlexMove option is available for two different ceiling heights being 2900mm and
3100mm.

The stand has the following capability:

Quotation #: 1-1EN38XN Rev.: 3 Page 5 of 40
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« The L-arm can be rotated and can be moved in longitudinal direction allowing a three-sided
patient approach and total body coverage.
« L-arm rotation around the patient table: +90, 0, -90 degrees.
- FlexMove coverage: Y stroke 4400mm, X-stroke 2600mm
« The Allura stand allows a very wide range of projections, including PA and AP imaging.
+ In the head position (0 degrees position, L-arm parallel to patient table):
. C-arm rotation range (degrees): 120 LAO to 185 RAO
+ C-arm angulation range (degrees): 90 CAto 90 CR
« (Full angulation capability determined by patient position)
+ In the side position (+90 / -90 degrees position, L-arm perpendicular to patient table):
« C-arm rotation range (degrees): 90 LAO to 90 RAO
- C-arm angulation range (degrees): 185 CA to 120 CR or 120 CAto 185 CR
« (Full angulation capability determined by patient position)

+  The stand provides fully motorized fast movements with variable and configurable
maximum speed.

+ Variable C-arm rotation speed, up to 25 degrees per second

- Variable C-arm angulation speed, up to 18 degrees per second
+ L-arm rotation and longitudinal movement: motorized and manual
+ C-arm depth is 90 cm

+ The FD20 Dynamic Flat Detector features Xper Access which allows the flat detector to be
positioned in either portrait or landscape imaging modes in 3 seconds.

« The variable source image distance between focus and Dynamic Flat Detector input screen
is motorized from 86.5 to 123 cm.

+ The stand features BodyGuard a capacitive sensing collision avoidance system for patient
protection.

» Maquet Magnus Interface

+ The Allura FD20 OR contains an interface to the Magnus (MAQUET) Operating table
system (fixed column). The integration of the Magnus (MAQUET) surgery table inciudes
support of:

« Safety:

« Integrated Emergency Stop; all motorized movements (including table), are stopped
when the Allura Xper emergency stop button is pressed

« Integrated Collision detection, all motorized movements (including table), are slowed
down or stopped when Bodyguard detects the patient

+  Workflow:

« Easy patient positioning with the basic table functions via Xper Geometry module and
Magnus (MAQUET) Ul controls; table height, tilt, cradle, longitudinal/lateral movement
and reset geo.

« Synchronized patient orientation setting between Magnus (MAQUET) and Allura Xper

« Advanced Functionality:

« lso-centric tilt features a tilt movement of the table top while keeping the point of rotation
fixed in the iso-center of the imaging system.

«  Syncratilt synchronizes the stand orientation with the iso-centric tilt movement keeping
the view perpendicular to the table top surface.

Accessories

Quotation #: 1-1EN38XN Rev.: 3 Page 6 of 40
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+ One Table-mounted Radiation Shield
« One anti-fatigue mat with Philips logo

X-ray Generation

The Allura Xper FD20 comprises an integrated dedicated X-ray system, micro-processor
controlled Certeray generator based on high frequency converter technique. The user interface
control of this X-ray Generator is incorporated in the Xper module, Xper Desktop Viewing Console,
and the Xper on-screen displays.

The Certeray generator comprises:
+ X-ray generator: 100 kW
+ Voltage range: 40 - 125 kV
» Program selection:
» Pulsed X-ray up to 3.75, 7.5, 15, 30, frames/s for digital dynamic exposures
» Pulsed X-ray for pulsed fluoroscopy (3.75, 7.5, 15, 25, 30 frames/s).
»  Minimum exposure time of 1ms.
» ECG triggered acquisition: allows acquiring one exposure for each QRS peak
with selectable delay time
» Automatic kV and mA control for optimal image quality prior to run to save
dose
+ Optimal X-ray tube load incorporated in the Certeray generator
» An X-ray collimator with single semi-transparent wedged filter with manual and automatic
positioning.
» SpectraBeam filtering of low energy radiation to optimize image quality and dose efficiency
with the MRC-GS 0508 X-ray tube.
+  Xper Beam Shaping, which means that, both shutters and wedges can be positioned on the
Last Image Hold without the need for X-ray radiation.

Fluoroscopy

« Three programmable fluoroscopy modes
+ Each mode can be set to different composition of dose rate, pulse speed, filter setting,
and image processing (noise reduction, adaptive contour enhancement, and adaptive
harmonization).
« Roadmap Pro
» Roadmap Pro can be selected from the Xper imaging module and/or Xper module.
- Avessel map is created and superimposed with (un)subtracted live fluoroscopy.

Acquisition runs can be done during Roadmap without losing the vessel map. Roadmap

Pro features Smart Settings in special clinical modes that are optimized to visualize

special materials such as coils and glue. Live processing of the vessel map, the device

map and the landmark map can be done on the Xper Module. Xres for vascular
procedures is standard part of Roadmap Pro.

+ Disclaimer: AMC only corrects movement artifacts in two dimensions. Three
dimensional movements such as swallowing or rotation of the head cannot be
corrected.

» In Roadmap Pro R2 "Automatic Motion Compensation" (AMC) is added to the roadmap
functionality. During roadmap, small movements of the patient can lead to subtraction
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artifacts. These artifacts might conceal important clinical information. "Automatic Motion
Compensation" compensates for rigid, uniform (skeletal/table) translations and is
therefore very effective in interventional (neurology) applications where subtraction
imaging is applied.
+ Disclaimer: AMC only corrects movement artifacts in 2 dimensions. 3 dimensional
movements like swallowing or rotation of the head cannot be corrected.

+ Xper Fluoro Storage, a grab function allows storage and archiving of both a fluoro image
and the last 20 seconds of Fluoroscopy, called Xper Fiuoro Storage. These fluoro images or
fluoro runs can be archived as a regular exposure run.

« Xres is a multi-resolution spatial temporal noise reduction and edge enhancement filter for
interventional applications. Xres exploits the full benefits of dynamic digital flat detector
imaging to enhance sharpness and contrast and has been designed to reduce noise in
fluoroscopy and exposure runs. The settings for Xres Cardio can be customized to optimize
image quality. Xres is Philips unique image processing algorithm developed at Philips
Research for medical applications.

X-ray tube

The Allura Xper FD20 has the Maximus ROTALIX Ceramic grid switch tube assembly MRC 200
GS 0407 integrated in the C-arc. This MRC tube has an anode heat storage capacity of 2.4 MHU
and 0.4/0.7 mm. nominal focal spot values. The tube has a maximal loading of 30 and 67 kW.

Dynamic pulsed fluoroscopy uses grid switching technology to eliminate soft radiation and improve
image quality. SpectraBeam allows for filtration of the x-ray beam with (a combination of) 0.2, 0.5
or 1 mm CU-equivalent filters.

Tube housing ROT-GS 1004 is for oil-cooling and has a build-in thermal safety switch. A rotor
control unit is build-in for continuous rotation of the anode disk. The heat exchanger CU 3101 is
for direct and continuous forced cooling with oil.

IMAGE DETECTION
The Allura Xper FD20 comprises the following image detection chain:

« A 30 cm by 40 cm FD20 Dynamic Flat Detector with eight imaging modes.
« 30x38,30x30,26x26,22x22,19x19, 16 x 16, 13.5 x 13.5, and 11 x 11 cm

+ The digital output of the FD20 flat detector is 2k*2.5k image matrix at 16 bits depth for the
largest mode

+ The flat detector subsystem features Xper Access, the detector can be rotated over 90
degrees, it moves from portrait to landscape back & forth

« DQE (Detective Quantum Efficiency) >77%
+ The pixel pitch: 154 x 154 microns

Viewing

The Allura Xper FD20 comprises the following components in order to display the clinical images
in the control and examination room:
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Displays

Examination Room

Two 19-inch monochrome LCD monitors designed for medical applications. The first display is
used for viewing live images. The second display is the reference monitor.

* 19-inch monochrome TFT-LCD display with a 160 degree viewing angle.
+ Native format 1280x1024 SXGA
« 10-bit gray-scale resolution with gray-scale correction

These monitors are not delivered when FlexVision XL, EP Cockpit or EP Cockpit XL is selected.

Unless otherwise stated, with FlexMove an integration kit is supplied for a third party Monitor
Ceiling Suspension (MCS) containing crucial parts for operating the equipment.

Two medical monochrome LCD monitors are included for the exam room. One monitor is used for
viewing of live images. The second monitor serves as the first reference display. Reference
images or runs are controlled by infra-red remote-control Xper Viewpad.

+ Of the two medical monochrome LCD monitors included in the MCS, one is used for
viewing of live images and the other serves as the first reference display. Reference images
or runs are controlled by infra-red remote-control Xper ViewPad.

+ The On-Screen Display provides status information on stand rotation, angulation, display of
system messages, X-ray tube load status, selected fluoroscopy mode, selected detector
Field of View, and both the rate and accumulation of the dose area product and skin dose.
For cardiac applications, the system also monitors and displays body zone specific Air
Kerma data (10 zones).

Control Room
One 19-inch color LCD monitor used as a data monitor.

* 19-inch color TFT-LCD display
« Native format 1280x1024 SXGA

One 19-inch monochrome LCD monitor (Xper review monitor) designed for medical applications.
* 19-inch monochrome TFT-LCD display
+ Native format 1280x1024 SXGA
» 10-bit gray-scale resolution with gray-scale correction

These control room monitors are not delivered when EP Cockpit or EP Cockpit XL is selected.
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The Graphical User Interface on the monochrome monitor has the following features and
functions:

« Step through file, run, or images

* File, and run overview

+ Contrast, brightness, and edge enhancement settings
* Flagging of runs or images for transfer

« Applying text annotation in images

+ Optional DICOM printing

« Executing Quantitative Analysis Packages if available
»  Subtraction functionality

«  Zoom/pan functionality

+ Electronic shutters

* Video invert

* View trace, stacking of images

= Landmarking

Acquisition

The acquisition segment coordinates the parameters for automatic exposure control. The program
is selected via the Xper module or Xper Desktop Console.

Exposure techniques:
« Serial imaging for DA and DSA with automatic exposure setting
* Single shot mode
+ Acquisition frame rates: 0.5 to 6 images/s at 2048 x 2048, 12-bit matrix

The Allura Xper FD20 offers a storage capacity of:
« 50,000 images at matrix size of 1024 x 1024
+ 12,500 images at matrix size of 2048 x 2048

»  Maximum number of examinations is 999, with no limit to the maximum number of images
per examination

USER INTERFACE

Xper is comprised of three elements: 1) Xper Settings, which customizes the system to each user
preferred settings. 2) Xper User Interface 3) Xper Integration, which makes advanced integration
functionality available such as DICOM Query / Retrieve, background archiving, and Xper Fluoro
Storage.

The Xper User Interface uses User Interface modules in the Examination Room with On-Screen
Display.
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The On-Screen Display is positioned on the left side of the reference monitor. The following
system information is displayed

+ X-ray indicator and X-ray tube temperature condition

» Gantry position in rotation, angulation, and Source Image Distance
» Detector field size display

» General System messages

» Selected Frame speed

» Fluoroscopy mode

 Integrated fluoroscopy time

+ Skin Dose and Dose Area Product

+ Stopwatch

The Xper ViewPad contains the preprogrammed function settings. The system is provides with
two Xper Viewpads. The following functions are provided:

» Run and image selection

« File and run cycle

« File overview

+ Store to Reference image file

+ Copy image to photo file

= Digital (fixed) zoom and panning

« Recall reference images

« Laser pointer, intended to point at regions of interest on the imaging monitors
» LED indication of laser pointer on/off and battery low

+ Subtraction on/off

« Remasking

« Landmarking

Remote Intercom

The separate intercom which is connected independently from the system that allows separate
placement of the intercom at the preferred working position in the control room and examination
room.

Table Side Modules

Two Xper Modules are provided for use. The first Xper Module is positioned at the Xper pedestal
where the pedestal can be freely positioned at all sides of the patient table. The Second Xper
Module (NCVA778) is located in the control room. These modules use a touch screen, which can
be operated when draped with sterile covers. The Xper Module contains the following functionality:

+ Acquisition settings

« Selection of Xper Setting allows the user to set frame rates and X-ray generation settings
applicable for the type of the preferred intervention

» Image Processing
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The Xper Geometry module is positioned at the Xper pedestal where the pedestal can be freely
positioned at all sides of the patient table, while keeping the button operation intuitive. The Xper
Geometry module provides the following functionality:

» Tabletop float and table height position

» Source Image Distance selection

» Longitudinal movement of the Gantry along the ceiling

» Gantry rotation in an axis perpendicular to the ceiling

» Store and recall of two scratch gantry positions including SID
» Emergency stop button

The Xper Imaging is positioned at the Xper pedestal where the pedestal can be freely positioned
at all sides of the patient table, while keeping the button operation intuitive. The Xper Imaging
module provides the following functionality:

* Fluoroscopy Flavor selection defined per Xper Setting
» Shutters and Wedge positioning

» Xper Fluoro Storage and Grab

» Selection of the Detector field size

» Shutter positioning

» Reset of the fluoroscopy buzzer

Xper pedestal

The Xper pedestal is the flexible work spot for operating the system in the examination room. The
pedestal is provided with a Xper Geometry and Imaging Module and has the possibility to hold the
X-ray footswitch. An Xper module is mounted on the pedestal to create a work spot with full
system control. The Xper pedestal is connected to the system by means of a wall connection box
and can be positioned freely around the patient table with a cable length of 8 meter. The pedestal
has been designed with stability and eases of use in mind and can be stowed away near the wall
connection box when not used.

Pan Handle (NCVAQ81)

+ The Pan Handle is an extension of the control facility for floating movements of the tabletop.

Control Room

The control room comprises a Xper Review Module, Xper Desktop Module, a keyboard, and a
mouse. The Xper Review Module offers the basic functions for review. The Xper Review Module
contains the following functionality:

+ Power on/off

- Tagarno wheel to control the review of a patient file

» File and run cycle

» Contrast, Brightness, and Edge enhancement settings
- File, Run, Image stepping and run and file overview

+ Delete run

* Image invert and digital zoom
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« Reset fluoroscopy timer and enable/disable X-ray

System information is displayed on the bottom of the data monitor:

+ Stopwatch and Time

» System guidance information

« Dose Area Product (DAP) and Skin Dose, and accumulative dose

+ Frame speed settings, fluoroscopy mode, and accumulated fluoroscopy time

+ Exposure and fluoroscopy settings as Voltage (kV), Current (mA) and pulse time (ms)
+ Geometry information as rotation, angulation, and SID

Scheduling

The patients can be listed and selected per date, physician, and intervention type. Previous
DICOM patient studies can be uploaded with the DICOM Query Retrieve function in the Allura
system.

Patient management protocols are flexible and allow for multiple studies to be selected under one
patient identification number. This means that new studies can be appended to an earlier patient
file. Furthermore, each study can contain multiple examinations to allow for split administrative
purposes. Each examination contains multiple files, like acquisition file, reference file, and QA
results file.

Preparation

The preparation page provides the information of the room and patient preparation of each
individual physician. The preparation page is customizable per Xper Setting and allows each
physician to provide his own room protocols. This preparation page makes hard copies of the
protocol instructions redundant.

Acquisition

The acquisition page contains information on the current selected patient.

Review
The review page allows for reviewing of patients:

» Previous examination cases
« Review of other DICOM XA or DICOM SC studies

Vascular Quantification Software Package
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Functions:
- vessel diameter / stenotic index
- automated vessel analysis
- calibration routines

Decription

In addition the package allows manual measurements of line lengths (absolute and ratio's) and
angulations. Multiple measurements in one image are possible.

RIS/CIS DICOM Interface

This package allows communication of the Allura Xper system with a local information system
(CIS or RIS). The interface uses the DICOM Worklist Management (DICOM WLM) and Modality
Performed Procedure Step (DICOM MPPS) standards.

If a hospital has an Allura Xper system and an information system it can receive patient and
examination request information from the information system and report examination results in
order to:

-Eliminate the need for retyping patient information on the Allura Xper

-Prevent errors in typing patient names and registration numbers (ensuring consistency with [S
information to prevent problems in archive clusters auto-search for a name in case of later
retrieval)

-Inform the IS about the acquired images and radiation dose

Upon request from the Allura Xper system the complete worklist with all relevant patient and
examination data is returned from the IS to the Allura Xper system. For each patient the following
information will be shown on the Allura Xper after it has been retrieved from the 1S:

Patient Identification:

« Patient name

+ Patient ID
« Birth date
« Sex

Examination/Request Information:
» Accession number
« Scheduled procedure step start time
» Scheduled performing physician's name

It is possible at all times to enter patient demographics information manually within the
Allura Xper system in case of an emergency or in case the local Information System
connection is down.

On request of the clinical user the Allura Xper will report the following information about the
selected patient to the IS:
Patient Identification:

« Patient name
«  PatientID
» Birth date
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« Sex

Examination/Request Information:
« Accession number
« Performed procedure step status start/end date and time
« Performing physician's hame
* Referenced image sequence

Radiation dose:
» Total time of fluoroscopy
» Accumulated fluoroscopy dose
= Accumulated exposure dose
» Total dose
« Total number of exposures
+ Total number of frames

Further detailed information can be found in the Allura Xper DICOM Conformance
Statement.

The interface requires an EasyLink (hardware and software) if the IS is not compliant with
DICOM Work List Management and Modality Performed Procedure Step.

Radiation Dose Structured Report

Collection of dose relevant parameters and settings and export to a DICOM database (e.g. PACS,
RIS), according IEC60601-2-43, 2nd Edition.

The reported data can be used for, for example:
+ Quality improvement: evaluating trends in X-ray dose performance per facility, system and

operator.

+ RDSR enables analysis of average dose levels & variance for routinely performed exams
and procedures.

= Typical system usage can be extracted from the data.
Secondary Capture Dose Report

+ The Secondary Capture Dose Report function allows the user to save & transfer, manually
or automatically, a patient Dose Report to PACS in DICOM secondary capture format.

«  The dose report will be stored in the related patient image folder.

Archive
Continuous Autopush (NCVAQ90)

Continuous Autopush is an archive accelerator, which ensures that background archiving
continues with minimal disruptions.
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Clinical studies can be archived to a CD or a PACS. The archive process can be completely
automated and customized with Xper Settings. Parameters like multiple destinations, archive
formats can be selected to the individual needs and wishes for programming under the Xper
Settings,

The Xper DICOM Image Interface enables the export of clinical images to PACS. The export
formats are based on DICOM 3.0 protocols. The system exports clinical studies in Cardiac DICOM
XA Multi-Frame or DICOM Secondary Capture formats.
» The export format is configurable in 512x512, 1024x1024 2048 x 2048 (unprocessed)
matrix.
» The examination can be sent to multiple destinations for archiving and reviewing purposes.
* The Xper DICOM Image Interface provides DICOM Storage and DICOM Storage
Commitment Services.
« The DICOM Query/Retrieve function allows older DICOM XA MF and DICOM SC studies to
be uploaded in the system. Furthermore, additional information can be appended to a study,
while keeping the patient identification the same.

Remote Service

Access to the system from a Remote location is possible via network or modem connection.
Remote access to a system can shorten the time needed for e.g. changing system settings or
problem diagnosis.

Clinical Education Program for the Allura Xper System

Essentials OffSite Education: Philips will provide up to two (2) Cardiovascular Technologists,
Registered Technologists Registered Nurses, or other system operator as selected by customer,
with in-depth didactic, tutorial, and hands-on training covering basic functionality and work-flow of
the cardiovascular imaging system. In order to provide trainees with the ability to apply all
fundamental functioning on their system, and to achieve maximum effectiveness, this class should
be attended no earlier than two weeks prior to system installation.

In the event that an EP Navigator workstation has also been ordered, the offsite training
course will be tailored to focus on the electrophysiology functionality of the FD system and
the EPN workstation.

In the event that your main FD system will be dedicated to Cardiac applications your offsite
training course will be tailored to focus on the Cardiac functionality.

This twenty-eight (28) hour class is located in Cleveland, Ohio, and is scheduled based on your
equipment configuration and availability. Due to program updates, the number of class hours is
subject to change without notice. Customer will be notified of current, total class hours at the time
of registration. This class is a prerequisite to your equipment handover OnSite Education. CEU
credits may be available for each participant that meets the guidelines provided by Philips. Please
refer to guidelines for more information. Travel and lodging are not included, but may be
purchased through Philips. It is highly recommended that 989801292102 (CV Full Travel
Pkg OffSite) is purchased with all OffSite courses.

Handover OnSite Education: Philips Education Specialists will provide twenty-eight (28) hours of
education for up to four (4) students, selected by customer, including technologists from
night/weekend shifts if necessary. Students should attend all 28 hours, and must include the two
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OffSite education attendees. CEU credits may be available for each participant that meets the
guidelines provided by Philips. Please refer to guidelines for more information. Note: Site must be
patient-ready. Philips personnel are not responsible for actual patient contact or operation of
equipment during education sessions except to demonstrate proper equipment operation. It is
highly recommended for systems that are fully loaded or for customers with a large
number of staff members to also purchase 989801292099 (CV Add OnSite Clin Educ 24h).

Education expires one (1) year from equipment installation date (or purchase date if sold
separately). Ref #106107-110915

Clinical Education Program for FlexMove C-Arm

FlexMove C-Arm OnSite Education: Philips Education Specialists will provide twenty -four (24)
hours of pre-training applications for up to (8) students selected by customer, including
technologists from night/weekend shifts if necessary. This training will be coordinated to provide
instruction on the operation of the FlexMove C-Arm prior to the Go Live handover date of the
entire Allura Imaging System. In the event that a Maquet OR table with 24 hours of pre training
has also been purchased this FlexMove 24 hour training will be used as a post handover follow up
session. No CEU credits will be available for this session. Please refer to guidelines for more
information. Note: The equipment must be entirely operational. Philips personnel are not
responsible for actual patient contact or operation of the equipment during the education sessions
except to demonstrate proper equipment operation.

Education expires one (1) year from equipment installation date (or purchase date if sold
separately) . Ref #699-20110915

2 *NNAE159 30Fr/sec Extension 1

Frame Rate Extension increases the system acquisition speed for cardiac applications that require
high speed imaging. The frame rate extension increases the acquisition speed to 15fps and 30fps
with a 1024x1024 matrix.

3 **NNAE853 FlexVision_XL 8 Input Package 1
The FlexVision XL8 input package provides eight isolated wall connection boxes.
Isolated Wall Connection Box

This Isolated Wall connection Box facilitates connection of the video source via standard DVI
cable/connector and lossless transfer of the video signal over the approximate 30 m cable
distance. It can be mounted in the exam room or in the control room, depending on the location of
the video source.

The quantity of the VWCB's has to be calculated as follows:

For each video signal to FlexVision XL on Vascular System: 8 VWCB
Note:

No VWCB is required in case a video signal is connected directly to a dedicated LCD from the
following sources:
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1) Xper Live/ref Slaving

2) Interventional HW (XtraVision), ViewForum, Xcelera (only if workstations are powered by Allura

Xper)
3)Xper IM
4 *NCVC490 Maquet ORT integration kit 1
The ORT system contains an interface to the Magnus (MAQUET) operating table system (fixed
column).

The integration of the Magnus (MAQUET) surgery table includes support of:

- Safety: Integrated Emergency Stop; all motorized movements (including table), are stopped
when the Allura Xper/AlluraClarity emergency stop button is pressed; Integrated Collision
detection, all motorized movements (including table), are slowed down or stopped when
Bodyguard detects the patient.

- Workflow: Easy patient positioning with the basic table functions via Xper Geometry module and
Magnus (MAQUET) Ul controls; table height, tilt, cradle, longitudinal/lateral movement and reset
geo. Synchronized patient orientation setting between Magnus (MAQUET) and Allura
Xper/AlluraClarity.

- Advanced Functionality: Iso-centric tilt features a tilt movement of the table top while keeping the
point of rotation fixed in the iso-center of the

imaging system. Syncra-tilt synchronizes the stand orientation with the iso-centric tilt movement
keeping the view perpendicular to the table top surface.

On the Xper User Interface (On-Screen Display) in the Examination room, OR table specific
information is displayed:

- Table height

- Table top tilt and cradle angle (if applicable)

The Xper Module contains the following OR table functionality:
- Automatic Position Control option for stand and table positioning

The Xper Geometry Module provides the following OR table functionality:

- Table top float

- Table height position

- Table tilt angle (if applicable)

- Geometry reset button, which resets stand and table to a factory-default starting position
- Unlocking button for table pivot function (if option is installed)

- Table tilt and cradle controls (if option is installed)

5 *NCVA801 Table APC 1
The Automatic Position Controller (APC) for the table provides two modes of operation:

« Auto positioning. The tabletop position and table height will be adjusted automatically to the
pre-defined default point of interest. This to save time and x-ray dose at the start of an
exam or for setting up the system for rotation scans.

+ Store/recall of a position of the table top. This includes the height-, longitudinal- and lateral
position of the table top.

6 *NCVA695 FD Rotational Angio 1

Quotation #: 1-1EN38XN Rev.: 3 Page 18 of 40



SUPPLEMENTAL #1
February 25, 2016

Line # Part # Description _ Qty
Rotational angiograpy provides real-time 3D impressions of complex vasculature and coronary
artery tree. It acquires multiple projections with just one contrast injection via a fast rotational scan
of the region of interest.

Rotational Angiograpy can be used during screening procedures to quickly determine the optimal
projection for the study as the angle (rotation/angulation) of the projection is indicated on each
image.

Compared with traditional angiography, Rotational Angiography can save considerable time, dose
and contrast, while providing image detail required for diagnostic and therapeutic decisions.

A rotational scan is possible both with the Allura Xper systems in the side position (ceiling
mounted systems) and in the head position, providing the flexibility to perform procedures virtually
from head to toe.

C-arm in side position:

» Max. rotation Speed: 30 degrees/s
+ Max. rotation Angle: 180 degrees

C-arm in head position:

+ Max. rotation Speed: 55 degrees/s
+ Max. rotation Angle: 305 degrees

Max. Frame speeds are given by the framespeed specifications of the system configuration.

The speed and range of rotation are the highest available (see table). The very high speed allows
using less contrast, whereas the very wide rotation range provides a complete evaluation of the
anatomy.

A contrast run can be followed up with a mask run, to allow image/run subtraction.

The stand is designed for a very high mechanical stability. It offers precise positioning and high
reproducibility, assuring you of high quality images and excellent subtraction studies.

Operation of Rotational Angiograpy is extremely easy. The procedure is selected, set up and
executed virtually in a matter of seconds, supporting the highest patient throughput.

A set of dedicated acquisition programs is available on the Xper Module and can be selected at
the touch of a button. The rotation end- and start-positions are easily selected. The procedure is
controlled from the exposure hand- or footswitch.

7 *NCVA694 Subtracted Bolus Chase 1

For visualization of vessel structures when the blood flow is difficult to estimate, in particular in the
lower peripherals.

Bolus Chase solves the problem of cumbersome step movements, the mismatch between blood
flow and selected program, and lack of real-time image information.

Quotation #: 1-1EN38XN Rev.: 3 Page 19 of 40



SUPPLEMENTAL #1

February 25, 2016

Line # Part# Description
During digital acquisition in hon-subtracted mode with uninterrupted real-time image display, the
contrast bolus is followed (chased) interactively by a motorized table scan movement using a
hand-hold speedcontroller to adapt the speed of the table scan to the contrast flow.The
framespeed can be adapted as well.

The bolus run is followed with a mask run while using the same speedcurve and framespeed as
generated during the bolus run. Viewing is possible in the subtracted and non-subtracted mode. If
subtracted viewing is not required, the mask run can be skipped.

Subtracted Bolus Chase gives fast, accurate results for increased patient throughput and
improved patient management. Automated exposure control and precise speed control assure a
high quality images and excellent subtraction studies.

Comprising:

+ automatic exposure control
+ tabletop motordrive and hand-held speed controller (tableside)

» technique selection using Xper module, available both tableside and in control room (Xper
FD20, FD20/10)

8 **NCVA693 FD Dual Fluoro 1
Dual Fluoro for Flat detector systems

The Dual Fluoroscopy mode allows digitally processed fluoroscopy in parallel with trace subtract
fluoroscopy, providing a non subtracted reference fluoro image for complex interventions.

This option provides an additional fluoro channel in parallel to the default fluoro channel. The Dual
fluoroscopy mode is selected via the Xper module.

The trace subtracted fluoro image will be displayed on the exam monitor, the non-subtracted fluoro
image is displayed on the reference monitor.

In Dual Floro mode, The fluoroscopy image on the exam montitor can be zoomed digitally with a
factor 2, providing a larger view of the region of interest for complex interventions. The fluoro
zoom function is controlled via the Xper module.

9 *NCVA672 FD SmartMask 1
SmartMask simplifies roadmapping procedures by overlaying a selected reference image with
fluoroscopy on the live monitor in the exam room.
The reference image can be faded in/out with variable intensity, controlled from tableside.
SmartMask uses the reference image displayed on the reference monitor.
Any previously acquired image can be used as reference.

SmartMask facilitates pre- and post- intervention comparisons to assess treatment results

10 *NCVA101 Peripheral X-ray Filter 1

Set of flexible x-ray filters to provide an uniform density in angiographic examinations of the lower
peripheral area.
Comprising:

one central filter, at the top edge provided with sizing markers at every 5 cm, length: 1 m

two side filters, length: 1 m

11 **NCVC319 HeartNavigator R2 1
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Performing a structural heart procedure can be a breath-taking and tense intervention.
HeartNavigator Release 2 provides support in planning of the procedure and additional live image
guidance during the procedure. Previously acquired DICOM cardiac CT-datasets can be used as
input. The CT-dataset can be presented in 3D and overlaid with the live-fluoroscopy to provide 3D
real time insight during the procedure.

Planning:

DICOM Cardiac CT dataset can be used for the determination of the optimal intervention strategy.
HeartNavigator Rel. 2 is able to automatically segment anatomical structures, landmarks and
planes out of DICOM cardiac CT-datasets. It provides fully automated diameter and distance
measurements of anatomical structures around the aortic root for TAVI/TAVR procedures.
Furthermore, the automatically generated anatomical views can be used as reference views
during the procedure. Additional reference view planes for the X-ray device can be stored.

Different tools are available to help the user with the planning:

« Different anatomical visualization tools can be selected. The calcification visualization
option gives insight in the calcification distribution in the ascending aorta, aortic valve and
left ventricle.

+ Different anatomical landmark points are available to help the user to better understand the
orientation and positioning of devices.

» Different sizes of virtual devices which can be selected and projected on the CT data to give
a reference on how the device would fit the patient.

Image Acquisition Procedure Execution:

During live image guidance HeartNavigator can be fully operated from table side using the
XperModule. The user can overlay the acquired images on the 3D reconstruction of
HeartNavigator.

The bidirectional link between the X-ray system and HeartNavigator allows the user to select the
optimal stand position for the procedure in two ways. 3D Automatic Position Control allows the
gantry to automatically move to the projection of the reference views that are shown on the
HeartNavigator monitor. 3D Follow C-arc allows the overlay to remain in sync with the 2D
projection, automatically adjusting the viewpoint as the gantry is repositioned. Table motion
compensation (or L-arm tracking in case of FlexMove) makes sure that they overlay keeps
following the table movement during table panning. Different visualization options are available
like 3D volume and vessel outline to select as overlay.

Clinical Education Program for iXR Heart Navigator:

iXR Heart Navigator OnSite Education: Philips Education specialist will provide sixteen (16)
hours of education for up to (4) students selected by the customer . The Physicians performing the
procedures are required to be part of the training session. CEU credits may be available for each
participant that meet the guidelines provided by Philips. Please refer to guidelines for more
information. Note: Site must be patient ready. Philips personnel are not responsible for actual
patient contact or operation of the equipment during the educations sessions except to
demonstrate proper equipment operation.
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iXR Heart Navigator OnSite Live Case Follow Up Education: Philips Education Specialist will
provide twenty -four (24) hours of education for Physicians and staff for live case use of the Heart
Navigator software. This will be a follow up visit to the initial training of the Heart Navigator
software. It is required that Live Valve implantation studies be performed during this education
session. No CEU credits will be available for this session. Please refer to guidelines for more
information. Note: Site must be patient ready. Philips personnel are not responsible for actual
patient contact or operation of the equipment during the educations sessions except to
demonstrate proper equipment operation.

Education expires one (1) year from equipment installation date (or purchase date if sold
separately). Ref # 694698-20110915

Physician Taught HeartNavigator Workshop

This physician taught and hands-on workshop provides instruction and practice using
HeartNavigator. It also covers the technical aspects and benefits of using overlay on fluoroscopy
for live guidance purposes.

You will get hours of hands-on practice, working with your own workstation in a small group setting
and you will discuss best practices with other participants to gain new insights and avoid common
pitfalls.

The 12 hour/1.5 day workshop is located at The Center of Advanced Medical Learning and
Simulation (CAMLS) in Tampa, Florida. It is in conjunction with Tampa General Hospital.

This package includes tuition for one clinician and one X-ray tech to attend this workshop. Travel
packages and additional attendee packages can be purchased separately.

12 *NCVB878 Interventional Tools Hardware 1
The Interventional hardware is the hardware for the interventional tools and enables import and
viewing of DICOM compatible data from other imaging modalities.
The processing platform provides two visual outputs, one for the control room and one for the
examination room.
An available color LCD display, or an EP cockpit, EP cockpit XL or FlexVision XL display solution
is required for the examination room.
The Interventional Hardware comprises at least:
» Computer Workstation
* CR 19" display * 16 GB memory
+ 2 TB disk for the operating system, application software and application data
* Internal CD-Rom / DVD writer
» Mouse tablet to interact with all the interventional tools at the table side.

Conditionally:
FD Calibration Tool Kit for 3D-RA and/or XperCT.
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13 *NCVA590 Real time image link 1

Real Time digital image link to an off-line Allura Interventional Hardware station. This applies on
the applications 3D-RA, StentBoost and 3D-CA on the Interventional Hardware. This dedicated
digital link sends raw or processed image data (depending on the application) real time during
monoplane exposures to the connected Interventional Hardware station, to allow instant results of
the applicable reconstruction after the exposure run.

In biplane systems, this digital link is available for the frontal channel only.

14 *NCVA116 3D RA Control for Xper Module 1
Table Side Module functionality for Allura Xper FD20 used with Integris 3D-RA Release 4.2.

For further improvement of interventional procedures efficiency the following workflow enhancers
are made available in the examination room: With the Xper touchscreen module the physician has
all 3D functionality needed at tableside. Functionality like rotating panning zooming AVA Virtual
stinting 3 and 3D Follow C-arc can be perfomed. No need for the Physician to leave the
examination room. 3D Automatic Position Control (3D-APC); when the optimal working position
has been chosen via the Integris 3D-RA interventional tool the C-arc will automatically steer to this
position.3D Follow C-arc: When the position of the C-arc (not using any X-ray) is changed the 3D
volume will automatically follow the position of the C-arc. This means the position of the C-arc
(and therefore the 2D projection) and the 3D volume are always aligned.

15 *NCVB775 FlexV XL xperHD for 3rd p. 1
MCS
FlexVision XL with XperHD
FlexVision XL for Allura Xper FD & AlluraClarity systems with large 58-inch high resolution color
LCD in the Exam Room. FlexVision XL is an integrated viewing solution designed to give you full
control over your viewing environment.

The FlexVision XL provides the ability to:

« Display 2 to 8 screens simultaneously from up to 16 sources (incl. third party systems) on
the Philips 58-inch color LCD in the Exam Room.

+ Resize and/or enlarge information at any stage during the case.

» Select and customize viewing lay-outs of the Philips 58-inch color LCD via the Xper table-
side module
XperHD on FlexVision XL brings High Definition viewing for clinical images. Native
resolution of FD20 can be displayed. Excellent sharp and crisp clinical images can be
displayed at full size without digital zoom.
Xper HD brings:
» High Definition imaging
— Sharp images at full size without zoom
+ High Definition display at native resolution
— Up to 2k*2k image display fully integrated
» High Definition for the ultimate detail
— Enhanced small vessel visualization

« Overview connected equipment (incl. third party systems) from a single location.

The FlexVision XL consists of:

= OmniSwitch
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«  OmniSwitch allows the user to direct and switch the video output of all connected
medical equipment to specific sub windows of the Philips 58-inch color LCD in the Exam
Room.

«  OmniSwitch is a 16 channel video-switch operated from the Xper tableside module. 16
channels are available for a mix of up to 7 internal and up to 9 external inputs.

«  OmniSwitch supports a wide variety of display formats (up to 1600x1200).
+ External inputs are connected to OmniSwitch via Wall Connection box(es).
» Medical grade, high resolution color LCD in the Exam Room

«  This display supports the image quality requirements for monochrome X-ray images as
well as color images and replaces all displays normally delivered with an Allura Xper FD
system for the Exam Room.

+ Main characteristics are:
+ 58 inch, 8 Megapixel color LCD
+ Native resolution: 3840x2160
+ Brightness: Max: 450 Cd/m2 (typical) stabilized: 350 Cd/m2
« Contrast ratio: 1200:1 (typical)
- Wide viewing angle (approx. 176 degrees)
« Constant brightness stabilization control
« Lookup tables for gray-scale, color and DICOM transfer function
» Full protective screen
« Ingress Protection: 1P-21

« Large color LCD control (Xper Module)

 Resize and/or enlarge information at any stage during the case via the Xper tableside
module in the Exam or Control Room

. Select viewing lay-outs via the Xper table-side module in the Exam Room

« Create new layouts by matching inputs to desired locations on preset templates.
+ |solated Wall Connection Boxes

+ Up to 8 Isolated Wall Connection Boxes can be connected to FlexVision XL.

« Through Isolated Wall Connection Boxes, 3rd party equipment can be connected to the
FlexVision Omniswitch.

» Snapshot
o The snapshot function allows the user to store/save a screen-capture of any image on the
58" display as a DICOM Secondary Capture image to a connected PACS. The snapshot-all
function allows the user to store/save a screen-capture for each displayed image in the
Exam Room Room as separate DICOM Secondary Capture images. The FlexVision XL
can be mounted on a 3 party MCS. This gives the possibility to be more flexible in the
positioning of the FlexVision XL in the exam room. This is often requested in Hybrid OR’s

16 **980406041009 Rad Shield w/ Arm (Contoured) 2
61X76
Contoured Rad Shield with Arm rest. 61X76

17 **989801220158 Mark 7 Arterion, Table Mount 1

The Mark 7 Arterion Injection System is the latest in MEDRAD'’s “Mark” series of angiographic
injectors. Compared to earlier systems, the Mark 7 Arterion injector head is lighter and easier to
use so you can focus more on the patient.

The clear and intuitive user interface guides you through proper set-up, and highlights the
information you need to perform safe procedures.

Unique to the market, the front load system simplifies set-up and makes for a cleaner tear down.
The clear syringe provides a higher level of confidence that you are ready to inject.
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Made from a clear material, the Mark 7 Arterion syringe (Catalog ART 700 SYR) allows you to
easily view the inside of the syringe for smoother purging of air. And MEDRAD's famous fluid dots
are still there to help-round for fluid, oval for air.

The table mount injector solution ensures the contrast injector is conveniently placed and always
available when it is needed. It provides a clean workspace without occupying valuable floor space.
System includes:

« Table Mount

« display control panel

« B ft. coiled hand switch

« operation manual (CD)

+ 10 ft. head cable

» syringe heat maintainer

+ imaging system interface cable for the Allura / Allura Xper
+ consumables starters kit

For the MEDRAD Mark7 Injector system Philips is only the distributor. MEDRAD provides the
service as well as the application support of both versions unless stated differently in the Philips
Service Agreement

System Specifications:

» Flow Rate 0.1-45.0 ml/s in 0.1 ml increments

»  0.1-59.9 ml/m in 0.1 ml increments

«  Volume 1-150 mlin 1 ml increments

+ Pressure Limit 100-1200 psi in 1 psi increments

*  (150ml syringe) 689-8273 kPa in 1 kPa increments
+ Rise Time 0.0-9.9 seconds in 0.1 increments

» Delay Time 0.0-99.9 seconds in 0.1 increments

+ Fill Speed 1-20 ml/s

« Fill Volume 1-150 ml

* Syringe Size 150 ml

= Syringe Heat Maintainer 35 °C (95 °F) £ 5 °C (9 °F)
*  Protocol Memory 40 Protocols

» Injection Memory History

18 **989801220273 Ceiling Track w/iColumn & 1
Handle Ext
Mavig 2.5m Ceiling Track with Ceiling trolley, 360 degree column, and brake handle extension.

19 **989801220281 25 kVA Fluoro only UPS - UPC 1

25 kVA Fluoroscopy Only Solution, Release 8.2 Ready.
This system includes the following components:

25 kKVA UPS

« 480v AC 3 phase input; 480v AC 3 phase output

« Fully rated Static Bypass Switch

+ Input Isolation Transformer; Output AutoTransformer
« Dimensions: 36.3D x 20"W x 59.8H"
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+  Weight: 998 Ibs (approximate).

Universal Power Controller (UPC)

»  Combines the Battery Cabinet and Universal Transfer Switch Functions.

« Provides 12.5 Minutes of runtime at full load on battery

= Provides all interconnections to fully integrate into CV Lab.

+ All previous 480V system functionality retained from previous separate component design.
« All connections are via external terminal blocks, rear access.

+ All breakers are externally accessible from front.

+ Isolated compartments for Battery and Switch sections.

« Fully ETL tested and certified UL, cUL and CSA Compliant.

+ Dimensions: 31.5"D x 17.2"W x 59.8"H

»  Weight: 1020 Ibs (approximate).

DC Power Supply

» Artesyn/Emerson Part Number 73610129

» Single Unit Included for Mono Plane Systems
» Dimensions: 13.9" Lx 8" Wx 3" H

«  Weight: 40 Ibs (approximate).

Wiring Harness

+ Complete Harness connecting UPC and UPS to MA Cabinet, includes control and Auxiliary
connections and wire sizes per schematics. 50ft UPC to MA and 15ft UPC to UPS.

+ Shipping Dimensions: Approx 31"L x 28"W x 22°D
»  Weight: 140 lbs (approximate).

R8.2.1 UPS Control Kit

+ Knife Switch rated 100A at 600V
+ 120V rated Aux Switch Contacts
+  Wall Mounted NEMA Enclosure
» Dimensions: 20"Hx 15"W x 8"D
+  Weight: 25Ibs

Included in UPC:

+ Contactor MC3
20 Third Party ltem Hybrid OR 1

Comps:lts,booms,dspys, vid
int
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Hybrid OR Components: (3)Lights,(5)booms,(5)displays, video integration

21 Third Party Item Flexvision boom 1
Flexvision boom

22 Third Party Item Maquet Table 1
Maquet Table
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NET PRICE $1,972,443.00

Buying Group: HEALTHTRUST PURCHASING GROUP Contract#: 500005

Addt'l Terms:

Each Quotation solution will reference a specific Buying Group/Contract Number representing an agreement containing discounts, fees
and any specific terms and conditions which will apply to that single quoted solution. If no Buying Group/Contract Number is shown,
Philips' Terms and Conditions of Sale will apply to the quoted solution.

Each equipment system listed on purchase order/orders represents a separate and distinct financial transaction. We understand and agree that
each transaction is to be individually billed and paid.

Price above does not include any applicable sales taxes.

The preliminary delivery request date for this equipment is:

If you do not issue formal purchase orders indicate by initialing here

Tax Status:
Taxable Tax Exempt
If Exempt, please indicate the Exemption Certification Number: , and attach a copy of

the certificate.

Delivery/Installation Address: Invoice Address:
Contact Phone #: Contact Phone #:
Purchaser approval as quoted: Date:

Title:

This quotation is signed and accepted by an authorized representative in acknowledgement of the system
configuration, terms and conditions stated herein.
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OPTIONS

SELECTION OF ANY OPTION WILL INCREASE THE CONTRACT PRICE BY THE AMOUNT SHOWN IN THE PRICE COLUMN. OPTIONAL
EQUIPMENT PRICING VALID ONLY IF PURCHASED IN CONJUNCTION WITH EQUIPMENT QUOTED.

Line# Part# Description Qty Each Price Initial

1 *NCVB868 CX50 Video and Ul coupling 1 $6,052.60 $6,052.60

The CX50 Integrated Ultrasound feature has been designed to easily and efficiently integrate
ultrasound into the interventional suite.

Patient data:

Allura Xper patient information automatically transfers to the CX50

X-Ray and ultrasound patient studies may be configured with unique or identical study IDs to
easily store and locate studies in DICOM

Image display:

The CX50 video output displays on the exam room LCD monitor

Integrated controls:

The Allura Xper Tableside Module remotely controls specific ultrasound modes and functions,
including:

Modes: 2D, Color Doppler, Color Power Angio (CPA), Clinical presets

Functions: Zoom, Focus, Depth, Gain, iISCAN one-button optimization, Freeze, Acquire, Caliper,
Replay, 2D Sector Width, Color Region of Interest, Biopsy Angles

Mouse interaction: remotely control the CX50 at the tableside using a mouse and tablet

2 *NCVC132 EchoNavigator R2 1 $148,702.10 $148,702.10

Structural heart procedures often rely on X-ray imaging to visualize the devices, while
simultaneously relying on TEE Echo imaging of soft tissue and anatomical structures.
EchoNavigator is a real time imaging modality that supports structural heart procedures by
combining both X-ray and echo in an interactive, intuitive and procedurally relevant way.

EchoNavigator is based on a real time, advanced imaging platform that combines the 3D TEE
Echo and X-ray images. It provides two visual outputs (with 1920%1200 display resolution), one for
the control room and one for the examination room. The visual output for the control room is
connected to a dedicated color 24" wide screen LCD display and is part of the EchoNavigator
solution. The visual output for the examination room shall be connected to a FlexVision XL display
solution.

A mouse and mouse tablet (with table attachment) is included to operate the EchoNavigator
functionality from the Allura Xper table side.

EchoNavigator includes an Interventional Echo Link. The Interventional Echo Link provides a high
speed live 2D and 3D digital connection between the Echo unit and the EchoNavigator imaging
platform.

Features EchoNavigator:

To facilitate the interpretation of Echo images, EchoNavigator allows for multiple user-defined live
views of Echo data, showing relevant anatomical structures from different angles simultaneously
in real time. The image orientation of the ‘C-arm” view automatically synchronizes Echo images
with the X-ray images. The Echo viewpoint is automatically adjusted as the gantry is repositioned
(follow C-arc).

To further help the understanding of the Xray and Echo image relation, EchoNavigator projects the
ultrasound field of view (Ultrasound cone) as an outline into the X-ray view.

Multiple markers can be placed on soft tissue anatomical structures in the Echo image and these
markers automatically appear in the X-ray image to provide context and help guidance.
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An elliptical shape, in addition to single point markers, can be selected as annotation to mark
anatomical regions of interest.

A movie of the main display area can be recorded to capture interesting events and sequences
during the intervention. Retrospective as well as prospective recordings are supported.

The EchoNavigator user interface is optimized for use from the table side. This allows the X-ray
operator to interrogate the relevant anatomical structures in the Echo images supporting workflow
and communications with the Echo operator.

EchoNavigator Requires:

« EchoNavigator compatible Echo system, probes, and licenses/software

« EchoNavigator compatible Allura system, hardware, and licenses/software
« FlexVision XL display solution

. The lab must have one free Allura Wall Connection Box in the exam room (to connect the Echo
unit) and one free Allura Wall Connection Box in the control room (to connect the EchoNavigator
system). In case no free Wall Connection Boxes are available, additional Wall Connection Boxes
shall be ordered & installed or existing WCBs shall be re-assigned.

IXR EchoNavigator Imaging Systems OnSite Education

Philips Imaging Systems Clinical Education Specialist will provide eight (8) hours of education for
up to four (4) students, selected by customer, including technologists from weekend/night shifts as
necessary. CEU credits are not available for this portion of training. Please refer to guidelines
for more information. Note: Site must be patient ready. Philips personnel are not responsible for
actual patient contact or operation of equipment during education sessions except to demonstrate
proper equipment operation.

Education expires one (1) year from equipment installation date (or purchase date if sold
separately). Ref #819-20121213

2 DAY USCE ENT L3D TEE w/travel

2 Day Purchased TEE University with Travel - A variety of Live 3D TEE University course offerings
are available to meet your educational needs. Live 3D TEE provides cardiologists,
anesthesiologists, and cardiac surgeons novel and exiting realistic views to aid in patient care.
The 2 Day PUR TEE University Tuition includes both the tuition and the corjameresponding travel
package.

Due to travel and scheduling requirements, a twenty-one (21) day notification of cancellation is
required or training / education entitlements will be forfeited. Curriculum is subject to change
without notice.
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Travel & Accommodations for one (1) registered attendee. Includes one (1) participant's airfare
from a North American customer location to a Philips North America Ultrasound Clinical Education
training location with modest lodging, ground transportation and meal expenses for up to 3 days.
Breakfast/dinner are provided by the hotel and lunch/breaks are catered by Philips Healthcare. Al
other expenses will be the responsibility of the attendee (ie. Baggage fees, meals while traveling,
transportation to and from customer’s home airport). Details are provided during the scheduling
process.

1 DAY USCE ENT CES ONSITE

1 Day On-Site CES — Ultrasound training designed specifically to meet the customers’ needs; one
business day (up to 8 consecutive hours) with one of our Philips Clinical Education Specialists.

Education is provided Monday-Friday during normal business hours.

*Note: Philips Healthcare persconnel are not responsible for actual patient contact or operation of
equipment during education sessions except to demonstrate proper equipment operation. The
training sessions should be attended by Ultrasound Sonographers as identified by the department
director. Site must be patient-ready.

2 DAY USCE ENT 400Ivl w/trav

2 Day 400 Level Tuition Only - Use only for a two-day level 400 Ultrasound Clinical Education
course. Travel and lodging included. NOTE: A twenty-one (21) day notification of cancellation is
required or education will be forfeited. Curriculum is subject to change without notice.

3 **NCVA092 Lab Reporting 1 $1,404.50 $1,404.50

Lab Reporting allows the user to generate and print simple reports in modality stand-alone
situations. The user is able to incorporate free text and clinical images. The reporting functionality
is suited for local printing and email. Part of the report is generated automatically from
administrative data (e.g. patient/exam data hospital name) and required data (e.g. run-log dose
information and event-log).

4 *NCVA781 Dicom Print compose 1 $1,870.90 $1,870.90

Dicom Print provides the possibility to interface to any DICOM Printer. This is an automated
printing protocol. The option provides Print Manual Overrides, Print Job submission, and Print Job
management.

5 *NCVA258 CO2 View Trace Software 1 $3,503.30 $3,503.30

Software package which enables tracing (stacking) of images acquired with CO2 injections. This
function can be used during postprocessing next to view trace of images acquired with iodine
injection.

6 *NCVB171 3D-RA R.6 1 $43,168.50 $43,168.50
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Allura 3D-RA assists physicians in decision making for treatment strategy in endovascular
procedures, neuro or vascular surgery or even radiotherapy. Allura 3D-RA reduces the number of
DSA acquisitions and fluoroscopy time needed to perform an examination. This means less X-Ray
dose for the patient and the medical staff and a reduced quantity of dye, leading to reduced
procedure costs. Allura 3D-RA provides a unique assessment after treatment due to the use of
non-subtracted images that allows to shows devices stents, coils, clips and provide the optimal
stand projection for endovascular treatment.

Allura 3D-RA provides a wide range of communication facilities to export 3D images.

1 Image Acquisition

» Image acquisition is performed with the Rotational Angiography feature of the Allura
Xper FD series with the flexibility to position the C-arm in either head or side position.

= C-arm in Head position: the Rotational Angiography run is performed over a scan range
of 240 degrees with a rotation speed up to 55 degrees/sec.

+ C-arm in Side position: the Rotational Angiography run is performed over a scan range
of 180 degrees with a rotation speed up to 30 degrees/sec.

2 3D Vessel Reconstruction

The rotational run is automatically transferred and displayed as a 3D vessel model: with the Real-
Time digital link (option) 120 images are reconstructed into a 3 dimensional model within seconds.
Additional reconstructions, using the Reconstructive Zooming Technique, can be performed as
well.

3 Workflow:

+ Allura 3D-RA in combination with the Allura Xper FD series will provide an optimal
workflow via the following workflow enhancers:
Complete automated 3D-RA process from 3D acquisition to 3D Viewing: no user
interaction needed.

+ 3D at Xper Module (option); With the Xper module the physician has all required 3D
functionality at tableside. At the touch screen module functionality like rotating, panning,
zooming, AVA, virtual stenting, 3D-APC and 3D Follow C-arc can be performed. With the
mouse tablet all other functios can e performed so that there is is no need for the
Physician to leave the examination room.

+ 3D Automatic Position Control (3D-APC); When the optimal working position has been
choosen via the Allura 3D-RA interventional tool, the C-arc will automatically steer to this
position.

» 3D Follow C-arc; When the position of the C-arc (not using any X-ray) is changed, the
3D volume will automatically follow the position of the C-arc. This means the position of
the C-arc (and therefore the 2D projection) and the 3D volume are always aligned. As
last seen; when the user leaves the patient in the model and later selects that patient
again, the Allura 3D-RA interventional tool will return to the image last used by the user.
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+ Mouse over: When moving the mouse cursor over a button the mouse over text will
show up to explain the function of that specific button.

4 Calibration

Allura 3D-RA calibrations are performed by Philips Healthcare Customer Support. Allura 3D-RA
calibration data are stable over at least 6 months time.

5 Viewing

A Real Time user interface is available with 3D-RA, providing 3D object viewing in any space
direction. A graphical display of (C-arm) stand position including

« angulation/rotation for any projection.

+ Philips' CRM (Contrast Resolution Management) Technology for a considerable increase in
contrast resolution in all volumes.

Various Image Rendering possibilities: Volume/Surface Rendering, MIP, Endoscopy, SUM
(pseudo x-ray image) Gradient rendering; the possibility to display the vessel structure
transparently.

« Cut-plane function to get a precise insight of the shape of the pathology

» Orthoviewer providing a multi-planar visualization of objects using the different Image
Rendering possibilities.

»  MPR (Multi-Planar Reformatting): enables visualization of the volume in all three standard
projections {coronal, sagital and axial) Especially useful for optimal viewing of spine
procedures (e.g.Vertebroplasty)

- SpineView: special acquisition protocol for optimal viewing of the spine, especially
osteoporotic vertebrae
CalciView: allows visualization of Hyper dense plaque in 3D, separately or in relation to the
lumen.

+ 5 different distance measurements calculated in the same volume, including "Quick
measurement" feature

* Volume calculation
» Automated Vessel Analysis (AVA), provides information on vessel segment diameter,

area and length with only three mouse-clicks. Endoscopic and cross sectional views are
available.

« Computer Assisted Aneurysm Analysis (CAAA), providing information on Aneurysms, like
volume, neck size etc..

« Catheter tip shape simulation, providing information on how to shape the catheter tip.

= Virtual stenting; Ability to simulate a stent placement in a selected vessel segment for
proper stent sizing. All relevant data of the simulated stent are displayed

« Annotation: text can be added to a volume to capture comments.

» Interpolative Zoom

» Reconstructive Zooming Technique, 2 additional user defined reconstructions focused on
the Volume Of Interest (VOI) using different cube size and voxel resolution.

» Subtraction of reconstructed volumes, allowing to visualize vessels without embolization
devices (stents, coils, clips,..) to assess the outcomes of treatment

= Automatic Voxelshift: compensates for movement when rendering subtracted or
superimposed volumes
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« Set the grey values WW/WL
+ Store/Recall of user defined projections.

6 Archiving

Transfer to:

« Optional Hard Copy unit (DICOM Print)

« Any optional DICOM compatible device (e.g. PACS/ViewForum/Xcelera), supported are
DICOM XA, DICOM SC, DICOM CT and DICOM 3D

« Any PC in a standard PC compatible format (JPEG,AVI)
+ One or multiple DVD's, CD-ROM(s) for easy archiving

+ Store a subset of exportable objects (snapshots and AVl Movies) to a USB removable
memory device.

Clinical Education Program for 3DRA
CV 3DRA Handover OnSite Education:

Philips Education Specialists will provide sixteen (16) hours of education for up to four (4)
students, selected by customer, including technologists from night/weekend shifts if necessary.
CEU credits may be available for each participant that meets the guidelines provided by Philips.
Please refer to guidelines for more information. Note: Site must be patient-ready. Philips personnel
are not responsible for actual patient contact or operation of equipment during education sessions
except to demonstrate proper equipment operation. Education expires one (1) year from
equipment installation date (or purchase date if sold separately). Ref# 222-100615

7 *NCVB168 3D Roadmap 1 $37,248.40 $37,248.40

3D Roadmap extends the capabilities of the integrated 3D product by providing a sustainable 3D
roadmap to support interventional procedures. The 3D Roadmap option matches the real-time 2D
fluoroscopy images with the 3D-RA reconstruction of the vessel tree. It provides a 3D real time
insight of the advancement of the guide wire, catheter and coils through complex vessel
structures. 3D roadmap has automatic motion compensation for the neuro runs. When the
automatic motion compensation function is active, this functionality will constantly correct the
motion artifacts which can be present in the 3D Roadmap image.

Image Acquisition

The 3D Roadmap is based on the visualization of the vessel tree out of 3D-RA. The 3D Roadmap
is activated with one button touch at tableside (touch screen module). Select the 3D Roadmap
function on the touch screen module, activate fluoroscopy and the 3D Roadmap is activated. The
“live” 2D fluoroscopy image is overlaid with the 3D volume of the vessel tree and is automatically
displayed on the 3D roadmap monitor in both the examination and control room.

Intuitive, fully controlled from tableside:

The bidirectional link between the X-ray system and the 3D Roadmap allows the user to select the
optimal stand position for the procedure in two ways. 3D-APC (3D Automatic Position Control)
allows the gantry to automatically move to the best interventional projection as shown on the 3D
Roadmap monitor. 3D Follow C-arc allows the 3D Roadmap to remain in sync with the 2D
projection, automatically adjusting viewpoint as the gantry is repositioned
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« Land marking to adjust the intensity of the anatomical reference surrounding the vessels;
+ 3D blending to fade in/out the 3D view;
«  WW/WL settings to control the contrast/brightness;
- Store and review runs for reporting and archive purposes;
- Store snapshots and movies.

3D Roadmaps can be exported:

Any optional DICOM compatible device (e.g. PACS/ViewForum/Xcelera), supported are DICOM
XA, DICOM SC, DICOM CT and DICOM 3D

Any PC in a standard PC compatible format (JPEG,AVI)

And stored/archieved on

A PACS systems as DICOM Secondary Capture images or movies
USB device

One or multiple DVD's, CD-ROM(s) for easy archiving

Hard copy via the (DICOM Print) protocol

8 *NCVB167 MR/CT Roadmap 1 $21,624.00 $21,624.00

MR/CT Roadmap extends the capabilities of the integrated 3D product by providing a sustainable
3D roadmap based on previous acquired CT or MR scans to support interventional procedures.
The MR/CT Roadmap option matches the real-time 2D fluoroscopy images with the 3D volume of
CT or MR.

The CT or MR data can visualize in either 3D (e.g vascular structure) or with 2D slice in the same
orientation as the 2D fluoro image. It provides a 3D real time insight of the advancement of the
guide wire, catheter and coils through complex vessel and anatomical structures

Image Acquisition

A previously acquired CT or MR scan can be imported into the system and matched with a low
dose 3D-RA or XperCT scan The MR/CT Roadmap is activated with one button touch at tableside
(touch screen module). Select the MR/CT Roadmap function on the touch screen module, activate
fluoroscopy and the MR/CT Roadmap is activated. The "live" 2D fluoroscopy image is overlaid
with the MR/CT volume presented in 2D or 3D and is automatically displayed on the roadmap
monitor in both the examination and control room.

Intuitive, fully controlled from tableside:

The bidirectional link between the X-ray system and the MR/CT Roadmap allows the user to
select the optimal stand position for the procedure in two ways. 3D-APC (3D Automatic Position
Control) allows the gantry to automatically move to the best interventional projection as shown on
the MR/CT Roadmap monitor. 3D Follow C-arc allows the MR/CT Roadmap to remain in sync with
the 2D projection, automatically adjusting viewpoint as the gantry is repositioned.

+ Easy 2 step registration of the MR/ CT volumes

- Landmarking to adjust the intensity of the anatomical reference surrounding the vessels and
tissue

+ 2D and 3D blending to fade in/out the 2D or 3D view;

« WW/WL settings to control the contrast/brightness;

» Store and review runs for reporting and archive purposes;

- Store snapshots and movies.

MR/CT Roadmaps can be exported:
- Any optional DICOM compatible device (e.g. PACS/ViewForum/Xcelera), supported are DICOM

Quotation #: 1-1EN38XN Rev.: 3 Page 35 of 40



SUPPLEMENTAL #1
February 25, 2016

OPTIONS

SELECTION OF ANY OPTION WILL INCREASE THE CONTRACT PRICE BY THE AMOUNT SHOWN IN THE PRICE COLUMN. OPTIONAL.
EQUIPMENT PRICING VALID ONLY IF PURCHASED IN CONJUNCTION WITH EQUIPMENT QUOTED.
Line# Part# Description Qty Each Price Initial
XA, DICOM SC, DICOM CT and DICOM 3D.
* Any PC in a standard PC compatible format (JPEG,AVI).
And stored/archieved on
* A PACS systems as DICOM Secondary Capture images or movies.
» USB device.
« One or multiple DVD's, CD-ROM(s) for easy archiving.
» Hard copy via the (DICOM Print) protocol.

9 *FCV0569 Coupling to Video Switching 1 $8,071.90 $8,071.90

Coupling to Video Switching

A video splitter box is provided to enable coupling a maximum
of 4 color outputs (e.g. Interventional tools, Xcelera, XperIM and
Viewforum) to the switching concept from our partner.

! For each color output that is coupled to the splitter box, one
wall connection box becomes redundant.

10 *NCVB947 XL screen video-share slaving 1 $13,615.70 $13,615.70

The XL screen video-share interface enables to share all information being presented on the large
56-inch screen in the Examination Room.

The XL screen video-share interface provides two, simultaneously available, video outputs:

+  Afull resolution video-output (Quad HD = 3840*2160 ; 8 MegaPixel)
+ A downscaled resolution video-output (HD = 1920*1080 ; 2 MegaPixel).

The full resolution 8MP video-output is compatible with the following Dual DVI 3rd party monitors:

«  Barco 56-inch: CML5682W4
+ Eizo 56-inch: Radiforce LS560W
= Eizo 60-inch: Radiforce LX600W

The downscaled 2MP resolution video-output can be used to connect to a (3rd party) HD display
or to a 3rd party recording/streaming/reviewing solution.

Note: The information provided at the 3rd party monitors (2 & 8MP) video output cannot be used

for diagnostic purposes.

1 *NCVB591 2ND REF for FlexVision XL 1 $5,835.30 $5,835.30

2nd REF for FlexVision XL is optional on FlexVision XL. Second Ref images will be displayed on
the large screen monitor.

12 **980406190009 PIVOTING TABLE-MOUNTED 1 $2,915.00 $2,915.00
RADIATION SHIELD
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Table-mounted radiation shield for additional protection of physician and staff against scatter
radiation. The shield consists of two protective parts: a lower shield and an upper shield. The
shield is specially designed for use with the AD5 patient table.

The table mounted radiation shield provides the following features:

« Mounting to either the right orleft tableaccessory rails;
* Pivoting into the required working position;
» Pivoting into the parking underneath the tabletop facilitating patient preparation;

* The upper shield can be positioned upright providing optimal protection or can be folded
down for free access to the patient.

The table mounted radiation shield includes:

» Lower shield measuring 70 cm high 80 cm wide 0.5 mm Pbequivalence;
» Upper shield measuring 40 cm high 50 cm wide 0.5 mm Pbequivalence;
*  Mounting clamp;

Docking device for wall mounting.

13 **989801220202 CORE Precision Guided 1 $92,750.00 $92,750.00
Therapy System

CORE Precision Guided Therapy System

CORE CPU, Operator's Manual, Power Transformer, Cable Pre-Install Kit, Connection Box, two
(2) Standard Controller and one (1) bedrail mount, 19"NEC Monitor Kit, Phased Array PIM Body,
FFR functionality, DICOM Network Connection, ChromaFlo Functionality.

-Includes VH IVUS End User License Agreement

The customer agrees that use of the VH IVUS Software is subject to the terms of the End User
License Agreement. A copy of the End User License Agreement is also available from your
VOLCANO representative or online at www.volcanocorp.com/products/pdf-files/sofware-support-

vh-ivus.pdf

-Includes Three (3) Year IVUS Software Support Agreement

This signed Agreement provides for the purchase of the IVUS Software Support Agreement (SSA),
which provides for unspecified IVUS software revisions released during for a three (3) year term
(should any be commercially released) at no additional cost. In the absence of an SSA, future
software revision releases will be made available at additional cost to be determined upon
commercial availability.

14 **989801220211 CORE™ Control Pad Option 1 $9,937.50 $9,937.50
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OPTIONS
SELECTION OF ANY OPTION WILL INCREASE THE CONTRACT PRICE BY THE AMOUNT SHOWN IN THE PRICE COLUMN. OPTIONAL
EQUIPMENT PRICING VALID ONLY IF PURCHASED IN CONJUNCTION WITH EQUIPMENT QUOTED.

Line# Part# Description Qty Each Price Initial
CORE Control Pad Option

Bedside touchscreen controller offering system control from the sterile field
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CARDIOVASCULAR (CV) SYSTEMS

This product warranty docurmant is an addition to the terms and conditions set forth In the guatation to which this warranty document is attached. The terms and condilions of the
quotation are incorporated infa this warranty document. The capitaiized terms herein have the same meaning as set forth in the quotation.

TWELVE-MONTH SYSTEM WARRANTY
Philips warrants to Customer that the Philips Vascular and Cardiac Systems (the "Syslem") &5 dalivered lo Customer will perform in substantial compliance with ils performance
spacifications for a period of twelva {12) months upon first patient use. Any glassware or flal datectors provided with the Syslem is subject to special warranty terms sat forth below

PLANNED MAINTENANCE
During the warranty peried, Philips personnel will schedule planned maintenance visits, in advance, at a mutually agreeable time on weekdays, between 8:00 A M. and 5:00 P.M. local
time, excluding Philips observed holidays.

SYSTEM UPGRADES

Ay cammercially available upgrade to the System which is hereafter installed by Philips during the original term of the System warranty shall be subject lo the warranty terms
cantained in the first paragraph of this warranty, except {hat sueh warranty shall expire on the later of; a) upon termination of the initial twelve (12) monlh warranty period for the
Systam on which the upgrade 5 installed or b) after ninety (90) days for parts only from the date of installation,

MRC X-RAY TUBES
Philips warrants to Customer, for the warranty periods furthar specified in Ihis section, that the Philips X-Ray tube will be substantially free from defecls in material and manufacturing
workmanship, which impair performance under normal use as specified in Philips product descriptions and specifications.

The warranty period for MRC lubes provided with Customer's purchase of a new or refurbished X-ray system shall be the shorter of thirty-six (36) months after installation or thirty-
eight {38) months after date of shipment from Philips. The warranty period for purchases of replacement tubes shall be the shorter of twelve (12) months affar installation or fourteen
(14) months after date of shipmant from Philips.

MRC TUBE WARRANTY EXCLUSION

The above warranty shall not apply to X-ray tubes oulside the United States arid Canada. Philips’ obligations under the product warranty do not apply to any product defects resulting
from: Improper of inadequate mainienance or callbration by Customer or lts agents; Customer or third party supplied software, Interfaces, or supplies: use or operation of the product
other than (n accordance with loss, or damage in ransit, improper site preparation Lnauthorized maintenance or Philips' applicable product specifications and writtan Instructions;
ablise, nealigence, acaident, modifieations Lo the preduct; or, to virusas of similar software interfarance resulling fram the cannection of tha product to a network.

MRC TUBE WARRANTY REMEDIES

If & tube Is Tound ta fall during the warranty period, and if, in the best judgment of Philips, the failure is not due to neglect, accident, improper installation, use conlrary to instructions, or
the excluslons stated above; Philips' lube waranty liability hersunder |s limited to, al Philips oplion, the repair or raplacemant of the tube. Any replacement tube would have a warranty
period aqual Lo the balance of tha warranty periot left on {he tube replaced.

IMAGE INTENSIFIER TUBES

Philips watrants the Image intensifier tubes provided with the System, if any, will be free from defaets in material and manufacturing workmanship for twenly-four (24) months. Claims
must bo made within twenty-four (24} months aftar installation ar tweniy-seven (27) months after date of shipment from Philips, whichever opeurs first. If an image intensifier tube falls
1o moat this warranty, as Customer’s sole and exclusive ramady, upen returm of the tube, Philips will provide a prorated cradit lowards the purchase of a replacement tube from Phillips
as follows:

USAGE CREDIT
0 towithin 12 months 100%
12 towithin 13 months 50%
13 towithin 14 months 46%
14 towithin 15 months 42%
15 towithin 16 months 37%
16 towithin 17 months 33%
17 towithin 18 months 29%
18 towithin 19 months 25%
19 towithin 20 months 21%
20 towithin 21 months 17%
21 towithin 22 months 12%
22 towithin 23 months 8%
23 towithin 24 months 4%

Tubes raceived by Philips under this warranty that are found to mest all test specifications will be returned to the Customer and tha warranty will contintie &8 of the original date of
\nstallation. Examination of the returned Wube may nocessitate 15 destruction, but Phillps’ llability shall, in any case be limited to repalr or replacement as afurasaid, only if in its sole
apinior the tube has been proparly used. installed and applied and has not been subjected to neglect, accident, or improper installation, or use. Transportation charges and risk of
|ass, both ways, of returned or replaced \ubes shall be at the expansa of the Custamer.

DYNAMIC FLAT DETECTORS

Philips warrants the Tlat datectors provided with the Systern, If any, will be free from defects in material and manufacturing warkmanship for twelve (12) months. Claims must be made
within twetve (12) months after installation or filteen (15) months after date of shipment from Ehilips, whichevar ocours first, f & detector fails to meet this warranty, as Customer’s sole
anl exclusive remedy, upon return of the detectar, Philips will provide Customer a replacement detector at no additional charge.

SYSTEM SOFTWARE AND SOFTWARE UPDATES

The softwara provided with the System will be the latest version of lhe standard software available for that System as of the g0th day prior to the date the System is delivered to
Customer. Updates to stapdand software far the System that do not require additional hardware or equipment modifications will be performed as a part of narmal warranly service
during the term of the warranty.

All software is and shall remain the sole property of Philips or its software suppliers. Use of the software is subject to the terms of a separate software license agreament. Customar
must sign all such license agreaments prior to or upon the delivery of the product. No license or other right is granted to Cuslomer or to any other party to use the software except as
set forth in the license agreements.

Any Phillps maintenance of service software and documentation provided with the product andior located at Customer's pramises |s intended solely to assist Philips and its authorized
agents {6 install and to test the System, 1o assist Philips and ts autharized agents to malniain and to service the Systam undear a sep support agr with Custormer, or to

permit Custemeat to maintain and service the System, Customer agrees 1o rosirict tha access to such software and documentation \o Philips' employees and those of its authorized
agants, and to authorized amployeas of Customer only

WARRANTY LIMITATIONS

Philips' obligations urider the System warranty are limited, at Philips' aption, to the repair or the replacement of the Syatem or a partion thersof, or to & cradit or rafund of a portion of
ihe purchase price paid by Customer. Any refund or cradit will be paid to Customer when the System s retumad to Philips, Certain of the parts used in the manufacturo or instaliation
of, o In he replacament parts for, this System may contain refurbished companants, [f such components are used, they will be subject o the same quality conrol and inspection
proceduras as all ofther components in the System. Any System warranty s made on condition that Philips racaives written notice of a System defect during the warranty period, and
withijr thirty (30) days following the discovery of the defect by Customer, Philips' obligations undar the System warranty do not apply to any System defects rasulting from; improper of
inadaguate maintenance or callbration by Customer of Its agents; Customer or third party supplled soitwars, (ierfaces, or suppiies; use or operation of the product other than in
accordance wiin loss, or damags in transit; improper site preparation; unauthorized maintenance of Philips’ applicable product specifications and writtan instructions, abuse,
negligence, accident, maidificalions to tha System; or ta viruses or similar software interferenca resulting from tha connection of the product to a network. Philips does not provide a
warranty for any such third paity products furnished to Customer by Fhilips; however, Philips shall use reasonzblo efforts to extand to Customier the third party warranty for the
product. The obligations of Philips described above are Philips' only obligations and Customer's sole and exclusive remedy for a braach of a System warranty. Repairs of replacemant
pars to not extend he tarm of this warranty.
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THE WARRANTIES SET FORTH IN THIS WARRANTY DOCUMENT WITH RESPECT TO THE SYSTEM (INCLUDING THE SOFTWARE PROVIDI4°6| FHsTEM),
GLASSWARE, AND DETECTORS ARE THE GNLY WARRANTIES MADE BY PHILIPS IN CONNECTION WITH THE SYSTEM, SOFTWARE, GLASSWARE, ETECTORS, AND
THE TRANSACTIONS CONTEMPLATED BY THE QUOTATION, AND ARE EXPRESSLY IN LIEU OF ANY OTHER WARRANTIES, EXPRESS OR IMPLIED INCLUDING, WITHOUT
LIMITATION, ANY WARRANTY OF MERCHANTABILITY OR FITNESS FOR A PARTICULAR PURPOSE

ACCESS TO SYSTEM

Philips shall have full, free and safe access to the System and Customer's operation; pefformance and maintenance records for the System, on each scheduled or raguested warranty
service visit, Phiiips shall alse have access to and use of any machine, service, atichment, fealures or ather aquipment required la perform the recessary service contemplated
herel at no charge to Philips, Customer waives warranty service if it does not provide such access to the System and Customer's records, Should Philips be denied aceass o the
System and Customers records al the agreed upon time, & charge equal to the appropriata hourly rate will be accepted by Customer for “walting time."

WARRANTY SERVICE

I the event it is nol possitle to accomplish warranty service within normial working hours (8:00 A.M. to 5:00 P.M., Monday through Friday, excluding Philips observed holidays), or in
1he evenl Customer specifically requests that warranty service be performed outsice of Philips normal working hours, Customer agrees to pay for such services at Philips slandard
service rates in effect. Maintenance Agreements are avallable for extendad coverage

TRANSFER OF SYSTEM

In the event Customer transfers or relocates the System, all obligations under this warranty will terminate unless Customer receives the prior written consent of Philips for the transfer
ar retoeation, Upon any fransfer or relocation, the Systemn must be inspacted and certified by Phllips as being frée fram all defects in matedal, software and workmanship and as being
in compliance with all technical and performance specifications. Customer will compansats Phillps for these sarvicas at the prevalling service rates in effect as of the date the
Inspection |s performed. Any System which is transported intact to pre-approved lecations and is maintained as onginally Installed in mobile configurations will remaln covergd by this
warranty.

CONDITIONS

This warranty is sLibject fo tHé folléwing conditiors: the System (&) 1s to be Inslalled by authorized Philips rapresentatives (or is to be installed in accordance with all Philips installation
Instructions by personnel trained by Philips), (b) is to be operatad exclusively by duly qualified personnel in.a safe and reasonabie mannar in accordance with Philips written
instructions and for the purpose for which the products were Intended, (¢) is 1o be maintairied and in strict compliance with all recommended and scheduled maintenance instructions
provided with the Systam, and (d) Customer s to notify Phillps Immediately in the event the System at any time fails lo meel ils printed parformance spacifications.

LIMITATIONS OF LIABILITY AND DISCLAIMERS
The liability, if any, of Philips AND ITS AFFILIATES for damages whether arising from breach of the terms in the quotation, breach of warranly, negligence, indemnity, strict liability or
other tort, or otherwise with respect to the products and services is limited to an amount not to exceed the price of the product or sefvice giving rise to the liability.

IN NO EVENT SHALL PHILIPS OR ITS AFFILIATES BE LIABLE FOR ANY INDIRECT, PUNITIVE, INCIDENTAL, CONSEQUENTIAL, OR SPECIAL DAMAGES, INCLUDING
WITHOUT LIMITATION, LOST REVENUES OR PROFITS, OR THE COST OF SUBSTITUTE PRODUCTS OR SERVICES WHETHER ARISING FROM BREACH OF THE TERMS IN
THIS QUOTATION, BREACH OF WARRANTY, NEGLIGENCE, INDEMNITY, STRICT LIABILITY OR OTHER TORT. PHILIPS SHALL HAVE NO LIABILITY FOR ANY GRATUITOUS
ADVICE PROVIDED TO THE CUSTOMER,

FORCE MAJEURE
Philips and Custornar shall each be excused from parforming its obligations arising from any delay or default calised by events beyond its reasonable control including, but not limited

|0 acts of Gad, acts of third parties, acls.of the other party, acls of any civil or milllary authority, fire; floods, war, embargoes, labor disputas, acts of sabotage, riots, accidents, defays
of carriers, subcontractors or suppliers, voluntary or mandatory compliance with-any government act, regulalion or request, shortage of |abor, materlals or manufacturing facilitizs

Philips system specifications are subject to change without notice Document Number 4535 983 03234 999
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Total
Equipment > $50,000 Qty  Unit Cost Total Cost Maintenance Equipment
iMRI systems 1 3,959,767 3,959,767 705,180 4,664,947
Linear Accelerator 1' 2,400,000 2,400,000 950,727 3,350,727
Optimize Hybrid OR Imaging Progran 1 1,972,443 1,972,443 375,300 2,347,743
Skytron Surgical Lighting System 1 135,910 135,910 135,910
Maclab Hybrid OR 1 229,494 229,494 229,494
Hyrbid Suite 1 230,000 230,000 230,000
Injector 1 25,000 25,000 25,000
Navigation System Allocation 1 500,000 500,000 500,000
Chemistry Analyzer 2 500,000 1,000,000 1,000,000
Hemotology Analyzers 2 500,000 1,000,000 1,000,000
Automated DNA Extractor 2 500,000 1,000,000 1,000,000
PCR Equipment Allocation 2 500,000 1,000,000 1,000,000
Blood Irradiator 1 500,000 500,000 500,000
R&F Room 2 350,000 700,000 700,000
Pharmacy Carousel 3 250,000 750,000 750,000
Automated Chemistry Line 1 250,000 250,000 250,000
Automated Hemotology Line 1 250,000 250,000 250,000
Immunoassay Analyzer 2 250,000 500,000 500,000
Serology Analyzer 2 250,000 500,000 500,000
Electrophoresis Analyzer 2 250,000 500,000 500,000
Cellavision Analyzer 1 250,000 250,000 250,000
Coagulation Analyzer 2 250,000 500,000 500,000
Flow Cytometer 2 250,000 500,000 500,000
iIMRI Systems Surgical Instruments 1 150,000 150,000 150,000
Anaerobic Chamber 1 150,000 150,000 150,000
Urine Analyzer 2 100,000 200,000 200,000
Dispensor, Medication 10 80,000 800,000 800,000
Centralized RO 1 60,000 60,000 60,000
Critical Care Patient Bed 30 55,000 1,650,000 1,650,000
Perfusion Pumps 6 50,000 300,000 300,000
OR Integration System Allocation 20 50,000 1,000,000 1,000,000
Video Tower Allocation 15 50,000 750,000 750,000
MRI Contrast Injector 2 50,000 100,000 100,000
Stress Test Treadmill 1 50,000 50,000 50,000
Hot Lab Hood 2 50,000 100,000 100,000
Blood Culture Analyzer 8 50,000 400,000 400,000

24,362,614

2,031,207 26,393,821
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Project-Specific Review Criteria: Magnetic Resonance Imaging (MRI) Services

1. Utilization Standards for non-Specialty MRI Units.

a.

An applicant proposing a new non-Specialty stationary MRI unit should project a
minimum of at least 2160 MRI procedures in the first year of service, building to a
minimum of 2520 procedures per year by the second year of service, and building to
a minimum of 2880 procedures per year by the third year of service and for every
year thereafter.

The criteria do not seem appropriate or applicable. The project is for an iMRI which is a
special- use MRI that is used in the operating room. A part of this proposal is the
addition of an intraoperative magnetic resonance imaging (iMRI) unit for use in
the neurosurgery operating room. This equipment will be used to assist
neurosurgeons in the resection of brain tumors initially. Without this technology,
MRI testing must be done in the hospital's radiology department post-
operatively. This delayed imaging could identify the further need for surgery
and the patient will have to undergo a subsequent surgery. iMRI is advanced
technology in medicine that bridges the specialties of surgery and radiology.
With this technology, the precision and success of surgical treatment of epilepsy
and brain tumor removal increase.

Le Bonheur Children’s Hospital, part of the Methodist Healthcare-Memphis Hospitals
currently operates an iMRI. In 2014, they performed 92 iMRIs and 122 last year. Their
experience shows that about 50% of brain tumor resections receive an iMRI scan.
Projections for the project assume 50% of current brain tumor surgeries (322 surgeries)
will receive a scan. MRIs are projected with minimal growth of 1.5% through Year 2 as
are iMRIs from Year 1 to Year 2.

TABLE 1
PROJECTED MRI UTILIZATION

2013

2014

2015

Year 1
2019

Year 2
2020

MRI
Procedures

9,803

10,524

11,130

11,813

11,990

iMRI
Procedures

0

0

0

166

168

Total
Procedures

9,803

10,524

11,130

11,979

12,159

Providers proposing a new non-Specialty mobile MRI unit should project a
minimum of at least 360 mobile MRI procedures in the first year of service per day
of operation per week, building to an annual minimum of 420 procedures per day of
operation per week by the second year of service, and building to a minimum of 480
procedures per day of operation per week by the third year of service and for every
year thereafter.

Not applicable; applicant is proposing fixed equipment.
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¢. An exception to the standard number of procedures may occur as new or improved
technology and equipment or new diagnostic applications for MRI units are
developed. An applicant must demonstrate that the proposed unit offers a unique
and necessary technology for the provision of health care services in the Service
Area.

Methodist University hosts a busy surgical brain tumor program performing over
300 annually. With the main goal of brain tumor surgery being to maximize
resection while preserving function, Methodist continues to implement the most
current surgical assistive technology.

Intraoperative imaging can provide the updated information to maintain accurate
navigation during surgery. Currently, the practice to confirm that a complete
resection has been accomplished and to ensure no unrecognized complication has
arisen is to close the surgical field, transfer the patient to ICU and complete an
MRI the following day. If any tumor remains, or there are complications noted,
the neurosurgeon may take the patient back for re-operation. The use of
intraoperative imaging allows this confirmation to be completed prior to closing
of the original surgery and thus avoiding the risk of additional surgery.

As the intraoperative imaging of choice, iMRI affords the possibility of more
accurate and complete resections while decreasing the risk of additional surgery
and complications. While iMRI primarily serves a very unique purpose, patient
population and limited volume, it allows for increased surgical success and
therefore increased length of survival for patients with brain tumors.

Just as iMRI is pivotal in brain tumor surgery, it may also be utilized for epilepsy
surgery, intra-cranial cyst surgery, brain biopsy, catheter placement and intra-
cranial vascular surgery.

d. Mobile MRI units shall not be subject to the need standard in paragraph 1 b if
fewer than 150 days of service per year are provided at a given location. However,
the applicant must demonstrate that existing services in the applicant’s service area
are not adequate and/or that there are special circumstances that require these
additional services.

Not applicable; applicant is proposing fixed equipment.

e. Hybrid MRI units. The HSDA may evaluate a CON application for an MRI
“hybrid” Unit (an MRI Unit that is combined/utilized with another medical
equipment such as a megavoltage radiation therapy unit or a positron emissions
tomography unit) based on the primary purposes of the Unit.

Not applicable; applicant is not proposing “hybrid” equipment.

2. Access to MRI Units. All applicants for any proposed new MRI Unit should document
that the proposed location is accessible to approximately 75% of the Service Area’s
population. Applications that include non-Tennessee counties in their proposed Service
Areas should provide evidence of the number of existing MRI units that service the non-
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Tennessee counties and the impact on MRI unit utilization in the non-Tennessee
counties, including the specific location of those units located in the non-Tennessee
counties, their utilization rates, and their capacity (if that data are available).

This is special-use equipment that will be used for brain tumor surgeries. The 45-minute
drive time does not seem appropriate for such high acuity surgeries.

Yet, as noted in the application, the project primary service area includes Shelby County, TN,
DeSoto County, MS and Crittenden County, AR.

The majority (81%) of the population in the Methodist service area is in Shelby County. See
Table 2 below for the 2015 population analysis by county. Also, please see the drive time
map in Figure 1. The 45-minute drive time radius for the Methodist MRI services at
Methodist University Hospital covers all of Shelby County and the majority of DeSoto and
Crittenden counties.

TABLE 2
POPULATION BY COUNTY, 2015
METHODIST SERVICE AREA

Service Area Population % of Total
Shelby, TN 946,637 81%
DeSoto, MS 168,989 15%

Crittenden, AR 48,531 4%
Total 1,164,157 100%
Source: Truven Healthcare Analytics- Market Expert
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FIGURE 1
DRIVE TIME MAP, 45- MILE RADIUS
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3. Economic Efficiencies. Al applicants for any proposed new MRI Unit should document
that alternate shared services and lower cost technology applications have been
investigated and found less advantageous in terms of accessibility, availability,
continuity, cost, and quality of care.

Alternate services and technologies were investigated. The current practice of performing the
MRI post-surgery is not optimal. As noted in the response to 1.c. above, the iMRI affords
the possibility of more accurate and complete resections while decreasing the risk of
additional surgery and complications.

4. Need Standard for non-Specialty MRI Units.
A need likely exists for one additional non-Specialty MRI unit in a Service Area when
the combined average utilization of existing MRI service providers is at or above 80%
of the total capacity of 3600 procedures, or 2880 procedures, during the most recent
twelve-month period reflected in the provider medical equipment report maintained by
the HSDA. The total capacity per MRI unit is based upon the following formula:

Stationary MRI Units: 1.20 procedures per hour x twelve hours per day x 5 days per
week x 50 weeks per year = 3,600 procedures per year

Mobile MRI Units: Twelve (12) procedures per day x days per week in operation x 50
weeks per year. For each day of operation per week, the optimal efficiency is 480
procedures per year, or 80 percent of the total capacity of 600 procedures per year.
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The combined average utilization of existing fixed MRI units in the service area is 2,770 in
2014. Yet, St. Jude Children’s Research Hospital is an internationally recognized center of
excellence dedicated to research and treatment for children with cancer and other catastrophic
diseases. St. Jude is caring for a unique population of patients. Excluding St. Jude’s volumes
and equipment from the market calculation, the average for MRI volumes per fixed unit is
2,845 in 2014 which is at the threshold.
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UTILIZATION OF MRI EQUIPMENT 2012-2014
2012 2013 2014
# of # of # of

Fixed Equipment Proc Units Proc Units Proc Units
Hospital-Based Equipment (HOSP)
Baptist Memorial Hospital - Collierville 1,734 1 1,593 1 1,753 1
Baptist Memorial Hospital - Memphis 11,913 3 11,280 3 10,701 3
Baptist Memorial Hospital - Women N/A N/A 72 1 251 1
Baptist Rehabilitation - Germantown 1,596 1 1,212 1 1,107 1
Delta Medical Center 787 1 674 1 983 1
Le Bonheur Children's Medical Center * 5,289 2 5,260 2 5,340 2
Methodist Healthcare - Germantown Hospital 6,557 2 6,892 2 6,904 2
Methodist Healthcare - South Hospital 4,139 1 4,090 1 3,487 1
Methodist Healthcare-North Hospital 6,092 2 6,003 2 6,415 2
Methodist Healthcare-University Hospital 9,803 3 10,524 3 11,130 3
Regional Medical Center /Medical Center MRI 4,491 1 4,131 1 4,109 1
St. Francis Hospital 5,393 3 5,326 3 5,045 3
St. Francis Hospital - Bartlett 3,642 2 3,518 2 3,559 2
St. Jude Children's Research Hospital 8,737 4 8,305 3 8,377 4
Methodist Healthcare - Olive Branch Hospital N/A N/A 54 1 1,551 1
Baptist Memorial Hospital - DeSoto 7,388 3 7,021 3 N/A N/A
Non-Hospital-Based Equipment
Baptist Rehabilitation - Germantown (Briarcrest) 650 1 613 1 492 1
Campbell Clinic - Union (1st year 2010) 2,155 1 2,539 1 2,738 1
Campbell Clinic 6,321 1 5,547 1 5,923 1
Diagnostic Imaging PC - Memphis 6,538 1 6,737 1 6505 1
MSK Group PC - New Covington Pike 3,140 1 3,013 1 3,034 1
MSK Group PC - Briarcrest ** 4,489 - 4,637 B 4,439 -
Neurology Clinic, PC 3,160 1 3,312 1 2,577 1
Outpatient Diagnostic Center of Memphis 2,214 1 2,563 1 2,889 1
Park Avenue Diagnostic Center 2,681 2 2,075 2 3,188 2
Semmes-Murphey Clinic (Humphreys Blvd) 6,490 2 6,277 2 6,879 2
Wesley Neurology Clinic, P.C. ** 1,309 - 1,026 - 1,307 -
West Clinic, P.C 1,564 1 1,287 1 1,655 1
Methodist Diagnostic Center - Olive Branch 2,054 1 1,601 1 n/a n/a
Methodist Diagnostic Center - Southaven 2,340 1 2,418 1 n/a n/a
DeSoto Imaging Specialists 3,141 1 3,562 1 n/a na

Subtotal Fixed Equipment | 125,807 44 123,162 45 110,787 40

Average Procedures per Unit 2,859 2,737 2,770
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Subtotal Fixed Equipment without St. Jude | 117,070 40 114,8577 42 102,410 36
Average Procedures per Unit without St. Jude 2,927 2,735 2,845

Source: Medical Equipment Registry (as of 8/10/2015) and Mississippi State Health Plan 2014-2015

*Note: Le Bonheur Children's Hospital has two standard pediatric MRIs and an iMRI which is used specifically for neurosurgery. Volumes for
the iMRI are excluded.

*# Note: Baptist Rehab Briarcrest equipment is shared with MSK Group Briarcrest and Neurology Clinic PC equipment is shared with Wesley
Neurology Clinic, therefore the number of units is not listed to truly reflect the number of MRIs in the service area.

Please see an update on Le Bonheur Children’s Hospital project (CN1311-042A) at 100 N. Humphreys is
currently in the middle of Phase II construction with expectations of being complete this summer — July
or August 2016. Phase I, which includes clinical and lobby space, are currently occupied and in use.

5. Need Standards for Specialty MRI Units

All of question 5 is not applicable; applicant is not proposing one of these noted Specialty
MRI units. The unit is a special-use MRI as noted throughout this response.

a. Dedicated fixed or mobile Breast MRI Unit. An applicant proposing to acquire a
dedicated fixed or mobile breast MRI unit shall not receive a CON to use the MRI
unit for non-dedicated purposed and shall demonstrate that annual utilization of the
proposed MRI unit in the third year of operation is projected to be at least 1,600
MRI procedures (.80 times the total capacity of 1 procedure per hour times 40 hours
per week times 50 weeks per year), and that:

1. It has an existing and ongoing working relationship with a breast-imaging
radiologist or radiology proactive group that has experience interpreting breast
images provided by mammography, ultrasound, and MRI unit equipment, and
that is trained to interpret images produced by an MRI unit configured
exclusively for mammographic studies;

2. Its existing mammography equipment, breast ultrasound equipment, and the
proposed dedicated breast MRI unit is in compliance with the federal
Mammography Quality Standards Act;

3. Itis part of an existing healthcare system that provides comprehensive cancer
care, including radiation oncology, medical oncology, surgical oncology and an
established breast cancer treatment program that is based in the proposed
service area.

4. Tt has an existing relationship with an established collaborative team for the
treatment of breast cancer that includes radiologists, pathologists, radiation
oncologists, hematologist/oncologists, surgeons, obstetricians/gynecologists, and
primary care providers.

b. Dedicated fixed or mobile Extremity MRI Unit. An applicant proposing to institute
a Dedicated fixed or mobile Extremity MRI Unit shall provide documentation of the
total capacity of the proposed MRI Unit based on the number of days of operation
each week, the number of days to be operated each year, the number of hours to be
operated each day, and the average number of MRI procedures the unit is capable
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of performing each hour. The applicant shall then demonstrate that annual
utilization of the proposed MRI Unit in the third year of operation is reasonably
projected to be at least 80 per cent of the total capacity. Non-specialty MRI
procedures shall not be performed on a Dedicated fixed or mobile Extremity MRI
Unit and a CON granted for this use should so state on its face.

c¢. Dedicated fixed or mobile Multi-position MRI Unit. An applicant proposing to
institute a Dedicated fixed or mobile Multi-position MRI Unit shall provide
documentation of the total capacity of the proposed MRI Unit based on the number
of days of operation each week, the number of days to be operated each year, the
number of hours to be operated each day, and the average number of MRI
procedures the unit is capable of performing each hour. The applicant shall then
demonstrate that annual utilization of the proposed MRI Unit in the third year of
operation is reasonably projected to be at least 80 per cent of the total capacity.
Non-specialty MRI procedures shall not be performed on a Dedicated fixed or
mobile Multi-position MRI Unit and a CON granted for this use should so state on
its face.

Separate Inventories for Specialty MRI Units and non-Specialty MRI Units. If data
permits, Breast, Extremity, and Multi-position MRI Units shall not be counted in the
inventory of non-Specialty fixed or mobile MRI Units, and an inventory for each
category of Specialty MRI Unit shall be counted and maintained separately. None of
the Specialty MRI Units may be replaced with non-Specialty MRI fixed or mobile MRI
Units and a Certificate of Need granted for any of these Specialty MRI Units shall have
included on its face a statement to that effect. A non-Specialty fixed or mobile MRI
Unit for which a CON is granted for Specialty MRI Unit purpose use-only shall be
counted in the specific Specialty MRI Unit inventory and shall also have stated on the
face of its Certificate of Need that it may not be used for non-Specialty MRI purposes.

Not applicable; applicant is not proposing one of the Specialty MRI units as listed above.
This is a special-use MRI for operating room use as described in this response.

Patient Safety and Quality of Care. The applicant shall provide evidence that any
proposed MRI Unit is safe and effective for its proposed use.

a. The United States Food and Drug Administration (FDA) must certify the proposed
MRI Unit for clinical use.

See Attachment 4A-1 for FDA certification.

b. The applicant should demonstrate that the proposed MRI Procedures will be
offered in a physical environment that conforms to applicable federal standards,
manufacturer’s specifications, and licensing agencies’ requirements.

The architect consulted on this project confirms that the physical environment will
conform to all applicable federal standards, manufacturer’s specifications and licensing
agencies’ requirements. See Attachment 8B for the revised architect’s letter.

c¢. The applicant should demonstrate how emergencies within the MRI Unit facility
will be managed in conformity with accepted medical practice.
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The unit will be on the Methodist University Hospital campus. There are clinical
technicians and emergency personnel on the premises trained in basic life support when
the patient is being scanned. In the event of cardiac or respiratory arrest, trained clinical
personnel will initiate basic life support while the patient is being emergently removed
from the scan room, and then taken to be treated by appropriate physicians and clinicians.

d. The applicant should establish protocols that assure that all MRI Procedures
performed are medically necessary and will not unnecessarily duplicate other
services.

There are established standard protocols in place for Methodist to ensure all MRI
procedures are medically necessary and will not unnecessarily duplicate other services.
All MRI procedures are required to have a physician’s written order that defines the
medical necessity. All orders will be reviewed to ensure that there is no unnecessary
duplication of services. Methodist has a dedicated team of nurses that precertify all MRI
procedures through the various third party payers. The rigorous precert process ensures
medical necessity and assures that the patient does not receive duplicative procedures.
See Attachment 4C for the System Policy outlining the guidelines for a physician order
for all diagnostic services.

e. An applicant proposing to acquire any MRI Unit or institute any MRI service,
including Dedicated Breast and Extremity MRI Units, shall demonstrate that it
meets or is prepared to meet the staffing recommendations and requirements set
forth by the American College of Radiology, or a comparable accreditation
authority for MRI within two years following operation of the proposed MRI Unit.

Methodist University Hospital is fully accredited by the American College of Radiology
(ACR). Methodist meets the staffing and quality assurance requirements.

f.  All applicants shall commit to obtain accreditation from the Joint Commission, the
American College of Radiology, or a comparable accreditation authority for MRI
within two years following operation of the proposed MRI Unit.

Methodist University Hospital is fully accredited by the Joint Commission.

g. All applicants should seek and document emergency transfer agreements with local
area hospitals, as appropriate. An applicant’s arrangements with its physician
medical director must specify that said physician be an active member of the subject
transfer agreement hospital medical staff.

The need for a transfer agreement is not applicable; the equipment will be located on the
Methodist University Hospital campus.

The physician medical director is an active member of the medical staff. See Attachment
Section Services 4A-2 for current medical director’s CV.

8. The applicant should provide assurances that it will submit data in a timely fashion as
requested by the HSDA to maintain the HSDA Equipment Registry.
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Methodist assures the HSDA that all data requested to maintain the Equipment Registry will
be submitted within the expected time frame.

In light of Rule 0720-11.01, which lists the factors concerning need on which an
application may be evaluated, and Principle No. 2 in the State Health Plan, “Every
citizen should have reasonable access to health care,” the HSDA may decide to give
special consideration to an applicant:

Who is offering the service in a medically underserved area as designated by the United
States Health Resources and Services Administration;

Not applicable.

Who is a “safety net hospital” or a “children’s hospital” as defined by the Bureau of
TennCare Essential Access Hospital payment program; or

Not applicable.

Who provides a written commitment of intention to contract with at least one TennCare
MCO and, if providing adult services, to participate in the Medicare program.

Methodist is certified for both Medicare and TennCare/Medicaid and participates in both
programs. Methodist contracts with all of the TennCare plans offered in the service area and
with Medicaid in adjoining States. All Methodist hospitals treat TennCare participants under
the system’s TennCare contracts.

In comparison to other large counties across the State, Shelby County is the home to a
disparate number of low-income families seeking coverage from the state’s Medicaid
program. Methodist is one of the largest health care providers of TennCare in the State and is
committed to these patients as reflected in the projections for this proposal.

Who is proposing to use the MRI unit for patients that typically require longer
preparation and scanning times (e.g. pediatric, special needs, sedated, and contrast
agent use patients). The applicant shall provide in its application information
supporting the additional time required per scan and the impact on the need standard.

See response to 1.c. above for the description of the special-use of the iMRI.
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In accordance with 21 CFR 807.92 the following summary of information is provided:

Date:
Submitter:

Primary Contact Person:

Secondary Contact

Person:

Device; Trade Name:

Common/Usual Name;

Classification Names:

Product Code:

Predicate Devicels):

Section 5

Device Description;

September 30, 2011

GE Healthcare, (GE Healthcare Japan Corporation)
7-127, Asahigacka 4-chome, Hino-shi,
Tokyo 191-8503 JAPAN

Toru Shimizu

Regulatory Affairs Specialist

GE Healthcare, {GE Healthcare Japan Corporation)
Telephone: +81-42-585-5344

Fax: +81-42-585-5075

Glen Sabin

Regulatory Affairs Director

GE Hedlthcare, (GE Medical Systems, LLC)
Telephone: [262) 521-6848

Fax: (262) 521-6439

Discovery MR750w 3.0T

Magnetic Resonance Imaging System

Magnetic resonance diagnostic device
LNH

Discovery MR750 {K081028)
Optima MR450w (K091536)

The Discovery MR750w 3.0T features a superconducting
magnet operating at 3.0 Teslo. The data acquisition system
accommodates up to 32 independent receive channels in
various increments, and multiple independent coil elements
per channel during a single acquisition series. The system uses
a combination of time-varying magnetic fields (gradients) and
RF transmissions to obtain information regarding the density
and position of elements exhibiting magnetic resonance.

The RF technology of the Discovery MR750w system integrates
an RF transmit architecture designed to improve the overall
image uniformity. This technology, called Multi-drive, optimizes
RF transmit by adjusting the amplitude and phase of the RF
output depending on the anatomy being scanned. In order to
support Multi-Drive, the RF Transmit (Tx) chain is changed from

Discovery MR750w 3.0T 510k Page 1 of 3
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MR750 and both Tx lines are divided into 2 lines with Dual
output Exciter, Dual output RF amp, Dual Transmit/Receive
Switch (DTRSW), dual UPM and a 70cm-wide patient bore RF
body coll.

The system can image in the sagittal, coronal, axial, oblique
and double oblique planes, using various pulse sequences and
reconstruction algorithms. The Discovery MR750w 3.0T is
designed to conform to NEMA DICOM standards (Digital
Imaging and Communications in Medicine).

The Discovery MR750w 3.0T is a whole body magnetic
resonance scanner designed to support high resolution, high
signal-to-noise ratio, and short scan times. It is indicated for
use as a diagnostic imaging device to produce axial, sagittal,
coronal, and obliqgue images, spectroscopic images,
parametric maps, and/or spectra, dynamic images of the
structures and/or functions of the entire body, including, but
not limited to, head, neck, TMJ, spine, breast, heart, abdomen,
pelvis, joints, prostate, blood vessels, and musculoskeletal
regions of the body. Depending on the region of interest being
imaged, contrast agents may be used. The images produced
by the Discovery MR750w 3.0T reflect the spatial distribution or
molecular environment of nuclei exhibiting magnetic
resonance. These images and/or spectra when interpreted by
a trained physician yield information that may assist in
diagnosis.

The Discovery MR750w 3.0T employs the same fundamental
scientific technology as its predicate devices of Discovery
MR750 and Optima MR450w. Refer to Section 12 for details of
the Technical Comparison Table and the Application/Feature
Comparison Chart.

Summary of Non-Clinical Tests:

As stated in the FDA document "Guidance for the Submission
of Premarket Notifications for Magnetic Resonance Diagnostic
Devices" the following parameters have been measured and
documented through testing to NEMA, IEC or ISO standards as
referenced throughout this submission and listed in Section 9:

Discovery MR750w 3.0T 510k Page 2 0f 3
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Performance:

Signal-to-noise ratio (SNR)
Geometric distortion
Image uniformity

Slice thickness

Spatial resolution-

¢ o

s Static field strength
e Acoustic noise
e dB/dt
e RF heating (SAR)
e Biocompatibility
The tests outlined above have been executed with acceptable

results. Refer to Section 15, 18 of this submission for the above
performance and sofety testing results.

The Discovery MR750w 3.0T has been designed to comply with
applicable IEC standards as reference to Section 9, 17.

The device has been tested by a Nationally Recognized Testing
Laboratory and certified to conform to applicable IEC, UL and
CSA standards prior to commercialization of the system.

Numerical simulations were conducted to demonstrate the
sofety of the Multi-Drive RF transmit system.

The following quality assurance measures were applied to the
development of the system as reference to Section 11, 16, 18:

e Risk Analysis and control

e Requirements Reviews

e Design Reviews

e Design Verification

o Performance and Safety testing {Verification)

Summary of Clinical Tests:

Clinical images and clinical results summary demonstrate that
the Discovery MR750w 3.0T maintains the same imaging
performance results as the predicate systems of Discovery
MR750, Optima MR450w. Refer to Section 20 for details of the
studies performed.

GE Healthcare considers the Discovery MR750w 3.0T to be as
safe, as effective, and performance is substantially equivalent
to the predicate devices.

Discovery MR750w 3.0T 510k Page 3of 3
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Food and Drug Administration
10903 New Hampshire Avenue
Document Control Room — W066-G609
Silver Spring, MD 20993-0002

Mr. Toru Shimizu

Regulatory Affairs Specialist

GE Healthcare Japan Corporation
7-127, Asahigaoka 4-Chrome
Hino-Shi, Tokyo, 191-8503
JAPAN P 3 o 2

(dp)

Re: K103327
Trade/Device Name: Discovery MR750w 3.0T System
Regulation Number: 21 CFR 892.1000
Regulation Name: Magnetic resonance diagnostic device
Regulatory Class: 11
Product Code: LNH, LNI and MOS
Dated: September 2, 2011
Received: September 7, 2011

Dear Mr. Shimizu:

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA).
You may, therefore, market the device, subject to the general controls provisions of the Act. The
general controls provisions of the Act include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration.

If your device is classified (see above) into class 11 (Special Controls), it may be subject to such
additional controls. Existing major regulations affecting your device can be found in Title 21,
Code of Federal Regulations (CFR), Parts 800 to 895. In addition, FDA may publish further
announcements concerning your device in the Federal Register.

Please be advised that FDA’s issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act’s requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Parts 801 and 809); medical device repoiting (reporting of
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medical device-related adverse events) (21 CFR 803); and good manufacturing practice
requirements as set forth in the quality systems (QS) regulation (21 CFR Part 8§20)., This letter
will altow ypu to begin marketing your device as described in your Section 510(k) premarket
notification. The FDA finding of substantial equivalence of your device to a legally marketed
predicate device results ina clasmﬁcatlon for your device and thus, permits your device to
proceed to the market.

If you désire specific advice for your device on out labeling regulation (21 CFR Parts 801 and -
809), please contact the Office of In Vitro Diagnostic Device Evaluation and Safety at (301) 796-
5450. Also, please note the regulation entitled, “Misbranding by reference to premarket
notification” (21 CFR Part 807.97). For questions regarding the reporting of adverse events
under the MDR regulation (21 CFR Part 803), please go to '
hitp://www.fda.gov/Medical Devices/Safi etwRepoﬂaPmb]em/default htm for the CDRH's Office
of Surveillance and Biometrics/Division of Postmarket Surveillance.

You may obtain other general information on your responsibilities under the Act from the '
Division of Small Manufacturers, International and Consumer Assistance at its toll-free number
(800) 638-2041 or (301) 796-7100 or at its Internet address
http://www.fda.gov/edrb/industry/support/index.html.

Sincerely Yours,

Py Sft]

Mary S. Pastel, Se.D.
Director
Division of Radiological Devices
Office of In Vitro Diagnostic Device
Evaluation and Safety
_ Center forDevices and Radiological Health

Enclosure
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510(k) Number {if known): K( 09 32 7

Device Name: Discovery MR750w 3.0T

Indications for Use:

The Discovery MR750w 3.0T is a whole body magnetic resonance scanner
designed to support high resolution, high signal-to-noise ratio, and short scan
times. It is indicated for use as a diagnostic imaging device to produce axial,
sagittal, coronal, and oblique images, spectroscopic images, parametric maps,
and/or spectra, dynamic images of the structures and/or functions of the entire
body, including, but not limited to, head, neck, TMJ, spine, breast, heart, abdomen,
pelvis, joints, prostate, blood vessels, and musculoskeletal regions of the body.
Depending on the region of interest being imaged, contrast agents may be used.
The images produced by the Discovery MR750w 3.0T reflect the spatial
distribution or molecular environment of nuclei exhibiting magnetic resonance.
These images and/or spectra when interpreted by a trained physician yield
information that may assist in diagnosis.

Prescription Use X AND/OR Over-The-Counter Use
(Part 21 CFR 801 Subpart D) . (Part 21 CER 801 Subpart C}

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostic Devices (oIvD)

— e, SAHS

Division Sign-Off

Office of In Vitro Diagnostic Device
Evaluation and Safety

510(k)

4-2
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L. Madison Michael 11, M.D., F.A.C.S

Semmes-Murphey Neurologic and Spine Institute

The University of Tennessee Health Sciences Center @ Department of Neurosurgery

6325 Humphreys Boulevard ¢ Memphis, TN 38120 o (901) 522-7700

Home: 2941 Robin Road « Memphis, TN 38111 ¢ (901) 458-8011 e mmichael@semmes-murphey.com

Education:

B.S., University of the South, Sewanee, TN
September 1988 — May 1992

M.D., University of Tennessee Health Sciences Center, Memphis, TN
August 1994 — May 1998

Postdoctoral Training:

Internship and Residency

Surgical Internship

University of Tennessee Health Sciences Center, Memphis, TN
Department of General Surgery

June 23, 1998 — June 30, 1999

Resident in Neurosurgery

University of Tennessee Health Sciences Center, Memphis, Memphis, TN
Department of Neurosurgery

July 1, 1999 — June 30, 2004

Special interest in Skull Base Tumors, Complex Spinal Surgery

Clinical Fellowship

North Bristol NHS Trust

Frenchay Hospital, Frenchay, England

Department of Neurosurgery

July 1, 2004 — June 30, 2005

International fellowship in Skull Base Tumors, Complex Spine Surgery

Licensure and Certification:

2005
2005
2007
2009
2010

Tennessee Medical License

American Board of Neurological Surgery, Candidate Member
Mississippi Medical License

American Board of Neurosurgery Diplomate

Fellow, American College of Surgery

Academic Appointments:

2003

Lecturer in Neuroanatomy, University of Tennessee Medical School, Memphis,
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Tennessee

2004  Clinical Lecturer, North Bristol NHS Medical School, England

2005  Assistant Professor, University of Tennessee Department of Neurosurgery,
Memphis, Tennessee

2005  Attending Neurosurgeon, Semmes-Murphey Neurologic and Spine Clinic,
Memphis, Tennessee

2005  Attending Neurosurgeon, Veterans Administration Hospital, Memphis,
Tennessee

2006  Academic Mentor, Medical Ethics Course, University of the South, Sewanee,
Tennessee

2007  Faculty, Molecular Neurosurgery Research Program, Memphis, Tennessee

2008  Attending Neurosurgeon, LeBonheur Children’s Hospital, Memphis,
Tennessee

2009 Director of Cranial Base Surgery, Methodist Neuroscience Institute

2009 Director of Neurosurgical Research, Methodist Neuroscience Institute

2009 Medical Director, Methodist Neuroscience Institute

2009 Executive Director, Memphis Regional Brain Tumor Center

Community Service:

1989-1992 Sewanee Volunteer Fire Department, Sewanee, Tennessee
1990-1992 Big Brother Program, Sewanee, Tennessee

2007-Present  Rotary Club International, Member

2007 Guest Speaker, Student Leadership Conference, Sewanee, Tennessee
2007-Present  Volunteer Faculty, Church Health Center, Memphis, Tennessee
2008-Present  Team neurosurgeon, University of Memphis Athletics Department
2008-Present  Team neurosurgeon, Rhodes College Athletics Department
2008-Present  Team neurosurgeon, Memphis Grizzlies Basketball Team

Hospital Appointments:

2005 Methodist University Hospital, Memphis, Tennessee
2005 The Regional Medical Center, Memphis, Tennessee
2005 Baptist Memorial Hospital, Memphis, Tennessee
2005 The Veterans Administration Hospital

2008 LeBonheur Children’s Hospital

Professional Committees:

1996-1998 Medical Student Executive Committee Member

2003 Resident Delegate, Council of State Neurosurgeons

2005-2007 Semmes-Murphey Clinic Peer Review Committee

2005 Methodist University Hospital H*Works OR Task Force

2006 Methodist University Hospital Intensive Care Unit Committee
2006 Scientific Committee, Fifth Annual International Neuro-Oncology

Update, Memphis, Tennessee

2006-Present  Moderator, Memphis Regional Brain Tumor Conference, Memphis,
Tennessee

2006-2007 Methodist University Neuroscience Institute Executive Council, Member



2007-Present

2007
2007

2007
2007-Present

2007-2009
2007-Present
2009-Present
2009

2009

2010

2010
2010

2005-Present
2005-Present
2005-Present
2005-Present
2005-Present
2005-Present
2006-Present
2009-Present

Course Instructor:

2003-2004

2003-2008

2007
2008-Present
2008-2009

2008-2009
2010
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Chair, Methodist University Hospital Neurosurgical Intensive Care Unit
Committee

Methodist University Hospital Operating Room Committee

Moderator, Memphis Regional Brain Tumor Conference, Mempbhis,
Tennessee

Moderator, Southern Neurosurgical Society Meeting, Sea Island, Georgia
Member, Semmes-Murphey Clinic Ambulatory Surgery Center
Committee

Member, Semmes-Murphey Clinic Quality Improvement Committee
Member, Alpha Omega Alpha Selection Committee

Chair, Semmes-Murphey Clinic Quality Improvement Committee
Assistant Residency Program Director, University of Tennessee
Department of Neurosurgery

Site Director, UTHSC Neurosurgery Residency Training Program,
Methodist University Hospital location

Assistant Secretary, Board of Governors, Semmes-Murphey Neurologic
and Spine Center

Member, Methodist Hospital Credentialing Committee

Advisor, Central Nervous System Cancers, National Comprehensive
Cancer Network

Professional Societies:

American Association of Neurological Surgeons, Member
Congress of Neurological Surgeons, Member

American Medical Association, Member

North American Skull Base Society, Member

Tennessee Neurosurgical Society, Member

Memphis and Shelby County Medical Society, Member
American College of Surgeons, Provisional Member
Society of NeuroOncology, Active Member

Minimal Access Spinal Technology, Memphis, Tennessee

Course involving the use of minimally invasive spinal procedures
(Metrx, Sextant).

North American Skull Base Society Residency Workshop, Memphis,
Tennessee, Neurosurgical and Otolaryngology resident workshop with
empbhasis on skull base anatomy/approaches.

Neurosurgical Workshop, Middle Fossa Approach, Neurosurgical
Department, National Almenara Hospital, Lima, Peru.

University of Tennessee Skull Base Resident Workshop, Memphis,
Tennessee

DLIF instructor, Medtronic Corporation, Memphis, Tennessee.

TLIF instructor, Medtronic Corporation, Memphis, Tennessee.

North American Skull Base Society Residency Workshop, New Orleans,
Louisiana, Neurosurgical and Otolaryngology resident workshop with
emphasis on skull base anatomy/approaches.
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Awards:

1988-1992 Snowden Academic Scholarship, Sewanee, Tennessee
1988-1992 Bell Academic Scholarship, Sewanee, Tennessee
1989-1992 Red Ribbon Leadership Society, Sewanee, Tennessee
1989-1992 Highlanders Society, Sewanee, Tennessee

1990-1992 Order of the Gownsman Academic Society, Sewanee, Tennessee

1992 Order of the Silver Spoon, Sewanee, Tennessee

1997 93rd percentile on National Medical Board Examination

1998 Alpha Omega Alpha Honor Society

1998 Imhotep Leadership Society

1998 Graduated High Honors from University of Tennessee Medical School

1999 Passed Neurosurgery Boards Part [ as PGY-2 (NS-1)

2002 Receiver of the R. L. DeSaussure Award for Neurosurgical Research

2004 Chief Resident of Neurosurgical Service, University of Tennessee
Department of Neurosurgery

2010 Matthew Wood Neurosurgical Teaching Award, University of Tennessee

Department of Neurosurgery
Clinical Studies:

1. Cervical Arthoplasty using the SpinalMotion Kineflex C Cervical
Artificial Disc. (CLOSED)

2. Memphis Regional Brain Tumor Center, Clinical Protocol MHIRB #
2006-032, A Phase I/II Trial of Maximal Resection, Local Radiation
Boost with Concomitant Temozolomide, Followed by External Radiation
Therapy with Concomitant Temozolomide for the Treatment of Newly
Diagnosed Glioblastoma Multiforme. (CLOSED)

3. Memphis Regional Brain Tumor Center, Clinical Protocol, A Phase I/I1
Trial of Maximal Resection, Radiation Therapy Delivered Via the
GliaSite® Delivery System with Concomitant Temozolomide Followed
by Temozolomide for the Treatment of Newly Diagnosed Glioblastoma
Multiforme. (CLOSED)

4. Memphis Regional Brain Tumor Center, Clinical Protocol, A Phase 11
Study of Gliadel, Concomitant Temozolomide and Radiation, Followed
by metronomic therapy with Temozolomide for newly diagnosed
malignant high grade glioma. (CLOSED)

5. Molecular Neurosurgery Research Program, Genomic profiling of central
nervous system tumors. (CLOSED)

6. Molecular Neurosurgery Research Program, Genomic profiling of
pathological disc material. (CLOSED)

7. Assessment of Nerve Health after Lumbar Decompression Surgery Using
Intraoperative Evoked EMG. (CLLOSED)

8. Fusion rates between INFUSE Bone Graft/PEEK Interbody
Spacer/Anterior Cervical Plate and Allograft/Anterior Cervical Plate.

9. Memphis Regional Brain Tumor Center, Clinical Protocol MHIRB #

2007-050, A Phase II, Multicenter, Exploratory Study, Evaluating the



10.

11.

12.

13.

Presentations:
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Treatment Effect of Surgery Plus Gliadel Wafer in Patients with
Metastatic Brain Cancer. (CLOSED)

Memphis Regional Brain Tumor Center, Clinical Protocol MHIRB #
2007-036, Treatment Satisfaction Survey for Brain Tumor Patients and
Their Caregivers. (CLOSED)

Memphis Regional Brain Tumor Center, Clinical Protocol MHIRB #
2008-038, Cilengitide for subjects with newly diagnosed
glioblastoma multiforme and methylated MGMT gene promoter - a
multicenter, open-label, controlled phase III study, testing

cilengitide in combination with standard treatment (temozolomide
with concomitant radiation therapy, followed by temozolomide
maintenance therapy) versus standard treatment alone". (CENTRIC) .

Memphis Regional Brain Tumor Center, Clinical Protocol MHIRB #
2008-034, BIBW 2992 with or without daily temozolomide in the
treatment of patients with recurrent malignant glioma.

Memphis Regional Brain Tumor Center, Clinical Protocol MHIRB #
2007-048, Survey of brain tumor patients about use of the internet for
medical information and decision making. (CLOSED)

Von Hippel-Lindau Disease, Grand Rounds, Department of Neurosurgery,
Barrow Neurological Institute, Phoenix, Arizona, 1997.

Post-Traumatic Seizures, Trauma Grand Rounds, Department of Surgery,
University of Tennessee at Memphis, Memphis, Tennessee 2000.

Acute Spinal Cord Injury in Athletes, Trauma Grand Rounds, Department of
Surgery, University of Tennessee at Memphis, Memphis, Tennessee 2000.

Ankylosing Spondylitis, Grand Rounds, Department of Neurosurgery,
University of Tennessee at Memphis, Memphis, Tennessee 2000.

Maxillofacial and Scalp Injury in Neurotrauma Patients, Trauma Grand
Rounds, Department of Surgery, University of Tennessee at Memphis,
Memphis, Tennessee 2001.

Acute Spinal Cord Injury, Trauma Grand Rounds, Department of Surgery,
University of Tennessee at Memphis, Memphis, Tennessee 2001.

Nonvestibular Schwannomas of the Brain, Society of University
Neurosurgeons Meeting, Portland, Oregon 2001.

Nonvestibular Schwannomas of the Brain, Society of University
Neurosurgeons Meeting, Southern Neurosurgical Society, Savannah, Georgia
2002.

The Treatment of Advanced Sinonasal Malignancies with Pre-Operative
Intra-Arterial Cisplatin and Concurrent Radiation, Tennessee Neurosurgical
Society, Nashville, Tennessee 2004.
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The Treatment of Advanced Sinonasal Malignancies with Pre-Operative
Intra-Arterial Cisplatin and Concurrent Radiation, Southern Neurosurgical
Society, Orlando, Florida, 2003.

Skull Base Approaches, University of Tennessee Skull Base Symposium,
Memphis, Tennessee, 2003.

Sinonasal Malignancies: Current Management Options, Neurosciences Grand
Rounds, Frenchay Hospital, North Bristol NHS Trust, Frenchay, England,
2004.

Anticoagulation in Neurosurgery, Neurosurgery Grand Rounds, Frenchay
Hospital, North Bristol NHS Trust, Frenchay, England, 2005.

Lymphocytic Hypophysitis (with Rick Nelson, FRCS), Seventh
Clinicopathological English Conference on Pituitary Disease, The Royal
College of Physicians, London, England, 2005.

Neurosurgical Emergencies, Department of Internal Medicine Grand Rounds,
Memphis, Tennessee, 2005.

Somatosensory Pathways, Department of Neurosurgery Grand Rounds,
Memphis, Tennessee, 2005.

Neurosurgery in the United Kingdom, Methodist Neuroscience Institute
Grand Rounds, Memphis, Tennessee, 2005.

British Medicine, Clinical Update in Medicine, Beaver Creek, Colorado,
2006.

Balloon Kyphoplasty for Pathological Vertebral Fractures, Methodist
University Tumor Board, Memphis, Tennessee, 2006.

Brain Tumors, Memphis Regional Brain Tumor Conference, Memphis,
Tennessee, 2006.

Subarachnoid Hemorrhage, Neurosurgery Education Symposium, Methodist
University Hospital, Memphis, Tennessee, 2006.

Cranial Base Surgery — The Future, Tennessee Neurosurgical Society,
Chattanooga, Tennessee, 2006.

Cranial Base Surgery — The Past, Present, and Future, Fifth Annual
International Neuro-Oncology Update, Memphis, Tennessee, 2006

Cerebellopontine Angle Tumors, University of Tennessee Department of
Neurosurgery Grand Rounds, Memphis, Tennessee, 2006.

Current Management of Sinonasal Malignancies, 60™ anniversary of the
Neurosurgical Department of the National Almenara Hospital, Lima, Peru,
2007.

Middle Fossa Approach, 60™ anniversary of the Neurosurgical Department of
the National Almenara Hospital, Lima, Peru, 2007.

Neurosurgery and the Emergency Room Physician: What I need to know,
Department of Internal Medicine Grand Rounds, Memphis, Tennessee, 2007.

The Far Lateral Approach to the Cranial Base — Indications, Results, and
Myths, Chattanooga, Tennessee, 2007.
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The Far Lateral Approach to the Cranial Base, North American Skull Base
Course for Residents, 2007.

The Future of Methodist University Hospital, Methodist Hospital, 2007.

Brain Tumors, University of Tennessee Department of Internal Medicine,
Grand Rounds, 2007.

Acoustic Neuromas, Grand Rounds, University of Tennessce Department of
Neurosurgery Grand Rounds, Memphis, Tennessee, 2007.

Facial Pain, Semmes-Murphey Clinic Public Seminar, Memphis, Tennessee,
2008.

Thoracolumbar Trauma, Grand Rounds, University of Tennessee Department
of Neurosurgery Grand Rounds, Memphis, Tennessee, 2008.

Minimally Invasive Spinal Surgery, Grand Rounds, University of Tennessee
Department of Neurosurgery Grand Rounds, Memphis, Tennessee, 2008.

Anterolateral Corridor Approaches, University of Tennessee Department of
Neurosurgery Resident Workshop, Memphis, Tennessee, 2008.

The Extended Unilateral Maxillotomy — The University of Tennessee
Experience, Tennessee Neurosurgical Society, Nashville, Tennessee, 2008.

Nonvestibular Schwannomas, University of Tennessee Department of
Neurosurgery Grand Rounds, Memphis, Tennessee, 2009.

Neurosurgical Emergencies, Department of Internal Medicine Grand Rounds,
Memphis, Tennessee, 2009.

Pituitary Adenomas, Semmes-Murphey Clinic Public Seminar, Memphis,
Tennessee, 2008.

A Prospective Evaluation and Literature Review of Levetiracetam Use In
Patients with Brain Tumors and Seizures, Allen K. Sills, L. Madison Michael
11, Justin Usery, Christopher Finch, 2009 Joint Meeting of the Society for
Neuro-Oncology and the AANS/CNS Section on Tumors, New Orleans,
Louisiana, 2009.

Radiation Therapy for Pituitary Adenomas, Hamilton Eye Institute Neuro-
Ophthalmology Update, Memphis, Tennessee, 2009.

Occipitocervical Fusion Techniques, University of Tennessee Department of
Neurosurgery Spinal Seminar, Memphis, Tennessee, 2009.

Craniofacial Approach for Removal of Esthesioneuroblastoma, 95® Annual
Clinical Congress of American College of Surgeons, Chicago, 1L, 2009.

The Evolution of Cranial Base Surgery, Methodist Cancer Institute,
Memphis, Tennessee, 2009.

The Classification of Brain Tumors, Department of Internal Medicine Grand
Rounds, Memphis, Tennessee, 2010.

Far Lateral Approach, North American Skull Base Society Residency
Workshop, New Orleans, Louisiana, 2010.
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Journal of Neuromodulation 2002; 5(1): 38-40.

Julius Fernandez, L. Madison Michael II, Claudio A. Feler. Sacral Tip
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2004; 17(2):1-5.
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Robertson. The Treatment of Advanced Sinonasal Malignancies with Pre-
Operative Intra-Arterial Cisplatin and Concurrent Radiation, Journal of
Neuro-Oncology, 2005; 72(1): 67-75.

L. Madison Michael 1I, Tim Moss, Hugh B. Coakham. Malignant
Transformation of Posterior Fossa Epidermoid Cyst, British Journal of
Neurosurgery, 2005.

Christopher Duntsch, Akbar Sal, Terreia Jones, L. Madison Michael 11, John
Winestone. Delivery of Temozolomide to the tumor bed via biodegradable
gel matrices in a novel model of intracranial glioma with resection, Journal
of Neuro-Oncology, 2009.

Cyrus Nozad, L. Madison Michael II, D. Betty Lew, Christie F. Michael.
Non-allergic rhinitis: A case report and review. Clinical and Molecular
Allergy 2010, 8:1.

Justin Usery, L. Madison Michael II, Allen Sills, Christopher Finch. A
Prospective Evaluation and Literature Review of Levetiracetam Use in
Patients with Brain Tumors and Seizures, Journal of Neuro-Oncology, 2010.

L. Madison Michael II, Shirin Mazumder, Michael Gelfand. Case Study:
Differential Diagnosis of a Patient with Rhomboencephalitis, Infectious
Diseases in Clinical Practice, 2010.

L. Madison Michael 11, Wayne Hamm, Jon H. Robertson. Surgical
Treatment of Glomus Jugulare Tumors, Chapter in Neurosurgical Operative
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2005.

L. Madison Michael II, Jon H. Robertson. Jugular Foramen Tumors, Chapter
in Posterior Fossa, Nanda, A, Ed. Thieme Publisher, New York, NY 2008.

L. Madison Michael 1L, Kevin T. Foley, Rick A. Boop. Current Management
Strategy with Embolization, Resection, and Reconstruction for Aneurysmal
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Bone Cysts of the Pediatric Spine, Pediatric Section AANS Meeting,
Phoenix, Arizona, 2002.

Robert Laster, L. Madison Michael II. Cranial Nerve Lesions, American
College of Radiology Annual Meeting, 2004.

Winston Ally, April Hurdle, L. Madison Michael 11, Allen Sills, Carli
Nesheiwat, Chris Finch. Use of hypertonic saline in surgical patients with
brain tumors to treat cerebral edema, Society of Critical Care Medicine
Annual Meeting, Miami Beach, Florida, 2010.

Innovative thinking leads MLH Neurosurgeon to find creative use for
surgical equipment, Methodist LeBonheur Healthcare One Vision
Newsletter, August 2007.

Methodist University Hospital Neurosurgeon’s Research Efforts Hopefully
Will Improve Patient Outcomes One Day, Methodist LeBonheur Healthcare
One Vision Newsletter, October 2007.

Craniofacial Approach for Esthesioneuroblastoma, Channel 5 Healthcast,
2009.

Awake Craniotomy, Channel 5 Healthcast, 2009.

Removal of a giant skull base tumor in an Iragi patient, Channel 5
Healthcast, 2009.

Removal of a Colloid Cyst in famous opera singer, Channel 5 News, 2009.
Physician profile, Memphis Medical News, 2010.
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Project-Specific Review Criteria: Megavoltage Radiation Therapy Services

1. Utilization Standards for MRT Units.
a. Linear Accelerators not dedicated to performing SRT and/or SBRT procedures.

i. Full capacity of a Linear Accelerator MRT unit is 8,736 procedures,
developed from the following formula: 3.5 treatments per hour, times 48
hours (6 days of operation, 8 hours per day, or 5 days of operation, 9.6 hours
per day), times 52 weeks.

jii. Linear Accelerator Minimum Capacity: 6,000 procedures per Linear
Accelerator MRT Unit annually, except as otherwise noted herein.

iii. Linear Accelerator Optimal Capacity: 7,688 procedures per Linear
Accelerator MRT Unit annually, based on 12% average downtime per MRT
units during normal business hours annually.

iv. An applicant proposing a new Linear Accelerator should project a minimum
of at least 6000 MRT procedures in the first year of service, building to a
minimum of 7,688 procedures per year by the third year of service and for
every year thereafter.

Methodist based projections for the Linear Accelerator (LINAC) equipment on historical volumes and
forecasted volumes are assumed to be 2% annually through Year 2. Projections meet the minimum
requirements. See Tables 1 for the projections.

TABLE 1
LINAC PROJECTIONS
2013 2014 2015 Year 1 Year 2
2019 2020
Methodist University 2 2 3 3
West Cancer Center 1 1 1 2 2
# of Linear Accelerators 3 3 3* 5 5
Procedures / Volumes

Methodist University 11,742 13,442 15,323 17,887 18,245
West Cancer Center 9,869 11,297 12,878 15,033 15,333
Total 21,611 24,739 28,201 32,920 33,578

Procedures / Volumes per Unit
Methodist University 5,871 6,721 7,662 5,962 6,082
West Cancer Center 4,934 5,649 6,439 7,516 7,667
Total 7,204 8,246 9,400 6,584 6,716
Note: Added approved Linear Accelerator CN1311-043A in December 2015

b. For Linear Accelerators dedicated to performing only SRT procedures, full
capacity is 500 annual procedures.
Not Applicable

¢. For Linear Accelerators dedicated to performing only SRT procedures, full
capacity is 850 annual procedures.
Not Applicable

d. An exception to the standard number of procedures may occur as new or
improved technology and equipment or new diagnostic applications for Linear



SUPPLEMENTAL #1
February 25, 2016
406 pm

Accelerators develop. An applicant must demonstrate that the proposed Linear
Accelerator offers a unique and necessary technology for the provision of health
care services in the proposed Service Area.

Not Applicable

e. Proton Beam MRT Units. As of the date of the approval and adoption of these
Standards and Criteria, insufficient data are available to enable detailed
utilization standard to be developed for Proton Beam MRT Units.

Not Applicable

2. Need Standards for MRT Units.

a. For Linear Accelerators not dedicated solely to performing SRT and/SBRT
procedures, need for a new Linear Accelerator in a proposed Service Area shall
be demonstrated if the average annual number of Linear Accelerator
procedures performed by existing Linear Accelerators in the proposed Service
Area exceeds 6,000.

The service area is described in detail in #3. Radiation Therapy is primarily an
outpatient service and is therefore defined separately from the larger project. The
primary service area for LINAC services includes Shelby, Fayette and Tipton
counties in Tennessee, Crittenden County, Arkansas, and DeSoto County,
Mississippi.

The combined average utilization of existing LINAC units in the primary service area
is 5,385 in 2014 for all providers based on the Medical Equipment Registry data.
Yet, St. Jude Children’s Research Hospital is an internationally recognized pediatric
hospital dedicated to research and treatment for children with cancer and other
catastrophic diseases. St. Jude is caring for a unique population of patients.
Excluding St. Jude’s volumes and equipment from the market calculation, the
average for LINAC volumes per unit is 6,079 in 2014 which is above the 6,000
threshold.

The volumes from the larger project’s secondary Tennessee and Mississippi service
area are noted below for informational purpose. There was no Arkansas data
available. See Tables 2 and 3 for LINAC market utilization.
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TABLE 2
METHODIST LINAC PRIMARY SERVICE AREA
LINAC EQUIPMENT AND UTILIZATION, 2012-2014

2012 2013 2014
Facility # of # of # of
Type | Facility Procs | yries | P | ynits | P | Units
HOSP Methodist Healthcare 23,756 3 21,611 3 24,739 3
Baptist Memorial
HOSP Hospital-Memphis 11,052 2 10,111 2 10,590 2
Baptist Memorial
ASTC | Hospital- 7,610 1 6.963 1 4,647 1
Tipton/Germantown
gosp | St Francis Hospital = | ¢ 75 2 7,480 2 6,332 2
Park
Hosp | St Jude Children’s 4,605 2 3,756 2 4,524 2
Research Hospital
Baptist Memorial
HOSP Hospital — DeSoto 10,152 1 8,393 1 8,399 1
Total Procedures | 63,970 11 51,358 11 59,231 11
Average Procedures per Unit | 5,815 4,669 5,385
Total Procedures without St. 59,365 9 47,602 9 54,707 9
Jude
Average Procedures per Unit
without St. Jude 6,596 5,289 53079
Source: 2012-14 TN HSDA - State Equipment Registry; and 2013-2015 MS DOH - State Health Plan and MS
Hospital Report
Note: Primary Service Area includes Shelby County, TN, DeSoto County, MS and Crittenden County, AR.
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TABLE 3
METHODIST UNIVERSITY SECONDARY TN AND MS SERVICE AREA
LINAC EQUIPMENT AND UTILIZATION, 2012-2014

2012 2013 2014
Facility # of # of # of
Type | Facility Proes | yries | PT | vnits | ™ | Units
RAD | Dyersburg Radiation 4,663 1 4,362 1 3,501 i
Oncology Center
Baptist Memorial
RAD Diospital-Memphis 4,675 1 4,936 1 3,225 1
Jackson-Madison
HOSP County General 14,985 3 13,195 3 - -
Hospital
Kirkland Cancer Center
HRAD | (formerly Jackson- - - - - 14,175 3
Madison equipment)
i Bethesda Cancer Center
sta.n<.i1ng (Clarksdale, MS) 2,477 il 2,412 1 n/a n/a
Clinic
Total Procedures | 26,800 6 24,905 6 20,910 5
Average Procedures per Unit | 4,467 4,151 4,180
Source: 2012-14 TN HSDA - State Equipment Registry; and 2013-2015 MS DOH - State Health Plan and MS
Hospital Report
Note: There is no radiation therapy noted in Lauderdale, Hardeman or Haywood counties in TN or Tunica,
Panola, Tate or Marshall counties in MS. There were no Arkansas data available.

b. For Linear Accelerators dedicated to performing only SRT, need in a proposed
Service Area shall be demonstrated if the average annual number of MRT
Procedures performed by existing Linear Accelerators dedicated to performing
only SRT procedures in a proposed Service Area exceeds 300, based on a full
capacity of 500 procedures.

Not Applicable

¢. For Linear Accelerators dedicated to performing only SRT/SBRT, need in a
proposed Service Area shall be demonstrated if the average annual number of
MRT Procedures performed by existing Linear Accelerators dedicated to
performing only SRT/SBRT procedures in a proposed Service Area exceeds 510,
based on a full capacity of 850 procedures.

Not Applicable

d. Need for a new Proton Beam MRT Unit: Due to the high cost and extensive
service areas that are anticipated to be required for these MRT Units, an
applicant proposing a new Proton Beam MRT Unit shall provide information
regarding the utilization and service areas of existing or planned Proton Beam
MRT Units’ utilization and services areas (including those that have received a
CON), if they provide MRT services in the proposed Service Area and if that
data are available, and the impact its application if granted, would have on those
other Proton Beam MRT Units.

Not Applicable
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3. Access to MRT Units.

a.

An MRT unit should be located at a site that allows reasonable access for
residents of the proposed Service Area.

The proposed LINAC will supplement the Methodist units already operating on the
Methodist University campus. More than 90% of the patients currently seeking
Methodist LINAC services (including Methodist University Hospital and West
Cancer Center in Germantown) originate from the designated service area. The
designated primary service area includes Shelby, Tipton and Fayette counties in
Tennessee, DeSoto County, Mississippi, and Crittenden County, Arkansas. The unit
will be located in a site that is accessible and convenient for patients. See Table 4
below for detailed volumes.

TABLE 4
2014 METHODIST LINAC PROCEDURES BY COUNTY

Service Area Procedures % of Total
Shelby, TN 18,789 76%
Desoto, MS 1,705 7%
Tipton, TN 908 4%
Fayette, TN 791 3%
Crittenden, AR 515 2%

Subtotal 22,708 92%
Other MS Counties 1,038 4%
Other TN Counties 417 2%
Other AR Counties 408 2%
Out-of-area 168 1%
Total 24,739 100%
Source: 2014 TN HSDA - State Equipment Registry

b. An applicant for any proposed new Linear Accelerator should document that
the proposed location of the Linear Accelerator is within a 45 minute drive time
of the majority of the proposed Service Area’s population.

As noted in the application, the project primary service area includes Shelby County,
TN, DeSoto County, MS and Crittenden County, AR. The primary project service
will be the service area for this outpatient-dominant equipment. Based on the 2014
Medical Equipment Registry, 82% of the Methodist linear accelerator volumes are
from this three-county primary service area.

The majority (75%) of the population in the Methodist service area is in Shelby
County. See Table 5 below for the 2015 population analysis by county. Also, please
see the drive time map in Figure 1. The 45-minute drive time radius for the
Methodist LINAC services at Methodist University Hospital and the West Cancer
Center covers all of Shelby County and the majority of DeSoto and Crittenden
counties which accounts for more than 90% of the defined service area - the majority
of the population.
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TABLE 5
POPULATION BY COUNTY, 2015
METHODIST SERVICE AREA
Service Area Population % of Total
Shelby, TN 946,637 75%
DeSoto, MS 168,989 13%
Tipton, TN 59,918 5%
Crittenden, AR 48,531 4%
Fayette, TN 34,845 3%
Total 1,258,920 100%
Source: Truven Healthcare Analytics- Market Expert
FIGURE 1
DRIVE TIME MAP, 45-MILE RADIUS
P il 3 Haywood
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Poinsett %J:g f{ 7
| e
i |
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¢. Applications that include non-Tennessee counties in their proposed Service
Areas should provide evidence of the number of existing MRT units that service
the non-Tennessee counties and the impact on MRT unit utilization in the non-
Tennessee counties, including the specific location of those units located in the
non-Tennessee counties, their utilization rates, and their capacity (if that data
are available).

The only existing MRT unit in the designated primary service area that is located
outside of Tennessee is in DeSoto County, Mississippi. As noted in Table 2 above,
the LINAC unit is performing 8,399 in 2014 which is well above (almost 140%) the
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minimum threshold of 6,000 procedures per unit. The unit is located at the Baptist
Memorial Hospital-DeSoto.

There is a LINAC located at the Bethesda Cancer Center in Coahoma County in
Mississippi which is in the secondary service area for the larger project, yet is not the
primary service area for LINAC services. The unit in Coahoma is performing
approximately 2,400 procedures per year in 2012-2013 — the 2014 volumes were not
available.

4. Economic Efficiencies. All applicants for any proposed new MRT Unit should
document that lower costs technology application have been investigated and found less
advantageous in terms of accessibility, availability, continuity, cost, and quality of care.

Alternate services and technologies were investigated. However, there was no lower cost
alternative that delivers the accuracy and reliability of the selected LINAC. The machine
pinpoints the cancerous cells with real-time imaging and allows providers to precisely target
tumors while minimizing the amount of healthy cells exposed to radiation. The speed and
localization of the real-time imaging offers more patient comfort and less chance the patient
will move during the treatments. The equipment is optimized for both radiotherapy and
radiosurgery and can treat cancers almost anywhere in the body, including lung, breast,
abdomen and head and neck cancers.

5. Separate Inventories for Linear Accelerators and for other MRT Units. A separate
inventory shall be maintained by the HSDA for Linear Accelerators, for Proton Beam
Therapy MRT Units, and if data are available, for Linear Accelerators dedicated to
SRT and/or SBRT procedures and other types of MRT Units.

Methodist assures the HSDA that all data requested to maintain the Equipment Registry will
be submitted within the expected time frame.

6. Patient Safety and Quality of Care. The applicant shall provide evidence that any
proposed MRT Unit is safe and effective for its proposed use.

a. The United States Food and Drug Administration (FDA) must certify the proposed
MRT Unit for clinical use.

See Attachment 4B-1 FDA certification that was filed with original application.

b. The applicant should demonstrate that the proposed MRT Units shall be housed in
a physical environment that conforms to applicable federal standards,
manufacturer’s specifications, and licensing agencies’ requirements.

The architect consulted on this project confirms that the physical environment will
conform to all applicable federal standards, manufacturer’s specifications and licensing
agencies’ requirements. See Attachment 8B for the architect letter.

¢. The applicant should demonstrate how emergencies within the MRT Unit facility
will be managed in conformity with accepted medical practice.



SUPPLEMENTAL #1
February 25, 2016
406 pm

The unit will be on the Methodist University Hospital campus. There are clinical
technicians and emergency personnel on the premises trained in basic life support when
the patient is being scanned. In the event of cardiac or respiratory artest, trained clinical
personnel will initiate basic life support while the patient is being emergently removed
from the scan room, and then taken to be treated by appropriate physicians and clinicians.

The applicant should establish protocols that assure that all MRT Procedures
performed are medically necessary and will not unnecessarily duplicate other
services.

There are established standard protocols in place for Methodist to ensure all LINAC
procedures are medically necessary and will not unnecessarily duplicate other services.
All LINAC procedures are required to have a physician’s written order that defines the
medical necessity. All orders will be reviewed to ensure that there is no unnecessary
duplication of services. Methodist has a dedicated team of nurses that precertify all
LINAC procedures through the various third party payers. The rigorous precert process
ensures medical necessity and assures that the patient does not receive duplicative
procedures. See Attachment 4C for the System Policy outlining the guidelines for a
physician order for all diagnostic services.

An applicant proposing to acquire any MRT Unit shall demonstrate that it meets
the staffing and quality assurance requirements of the American Society of
Therapeutic Radiation and Oncology (ASTRO) , the American College of Radiology
(ACR). The American College of Radiation Oncology (ACRO) or a similar
accrediting authority such as the National Cancer Institute (CNI). Additionally, all
applicants shall commit to obtain accreditation from ASTRO, ACR or a comparable
accreditation authority for MRT Services within two years following instigation of
the operation of the proposed MRT Unit.

Methodist University Hospital is fully accredited by the American College of Radiology
(ACR). Methodist meets the staffing and quality assurance requirements.

All applicants should seek and document emergency transfer agreements with local
area hospitals, as appropriate. An applicant’s arrangements with its physician
medical director must specify that said physician be an active member of the subject
transfer agreement hospital medical staff.

The need for a transfer agreement is not applicable; the equipment will be located on the
Methodist University Hospital campus.

The physician medical director is an active member of the medical staff. See Attachment
4B-2 for current medical director’s CV.

All applicants should provide evidence of any onsite simulation and treatment
planning services to support the volumes they project and any impact such services
may have on volumes and treatment times.

There is a dedicated CT simulator to support the LINAC services at Methodist
University. The CT simulator will support projected volumes. The CT simulator has
sufficient capacity to support the volumes and cause no delay in treatment times.
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The applicant should provide assurances that it will submit data in a timely fashion as
requested by the HSDA to maintain the HSDA Equipment Registry.

Methodist assures the HSDA that all data requested to maintain the Equipment Registry will
be submitted within the expected time frame.

In light of Rule 0720-11.01, which lists the factors concerning need on which an
application may be evaluated, and Principle No. 2 in the State Health Plan, “Every
citizen should have reasonable access to health care.” the HSDA may decide to give
special consideration to an applicant:

a. Who is offering the service in a medically underserved area as designated by the
United States Health Resources and Services Administration;
Not applicable

b. Who is a “safety net hospital” or a “children’s hospital” as defined by the Bureau of
TennCare Essential Access Hospital payment program; or
Not applicable

¢. 'Who provides a written commitment of intention to contract with at least one
TennCare MCO and, if providing adult services, to participate in the Medicare
program.

Methodist is certified for both Medicare and TennCare/Medicaid and participates in both
programs. Methodist contracts with all of the TennCare plans offered in the service area
and with Medicaid in adjoining States. All Methodist hospitals treat TennCare
participants under the system’s TennCare contracts.

In comparison to other large counties across the State, Shelby County is the home to a
disparate number of low-income families seeking coverage from the state’s Medicaid
program. Methodist is one of the largest health care providers of TennCare in the State
and is committed to these patients as reflected in the projections for this proposal.
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ATTACHMENT 4B-1
FDA CERTIFICATION
RADIATION THERAPY
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AUG 1 2 2005 Kosits 2

510(k) SUMMARY

Date of Preparation of summary:
4" July 2005

Submitted by:
Elekta Limited
Linac House, Fleming Way
Crawley, West Sussex
RH20 8RR
United Kingdom

Contact name, {application correspondent):
Peter Stegagno, Director, Regulatory Affairs & Quality Assurance
4775 Peachtree Industrial Boulevard, Building 300, Suite 300
Norcross, Georgia, 30082

USA

Email: peter.stegagno@elekta.com

Telephone: (770) 300 9725 x2548 Fax: (770) 4486338
Trade Name:......coeveree Elekta Synergy®, Elekta Synergy® S, and XVI R3.5
Common Name: Medical Linear Accelerator (with Patient Imaging)
Classification Name: Medical Linear Accelerator Accessory 90 IYE
Predicate Device: Elekta Synergy® System (K032996)

Product Description:
This Premarket Notification Special 510(k) describes modifications to the Elekta
Synergy‘” System; a combination of the specially prepared Elekta medical linear
accelerator, Elekta Synergy® Platform, with the XVI on-board kV imaging accessory.
The primary reasons for the modifications to this product are to provide:
¢ Hardware & software support for increased patient throughput

- Easier selection of parameters & provision of clinical presets to improve efficiency

Improved image quality and image management

Improved tools for device set-up and image processing

Improved connectivity with other systems through DICOM

* o 9

Intended Use Statement:
This is unchanged from the predicate device and is defined as;
"The Elekta Synergy®, Elekta Synergy® S, and XVI R3.5
are intended to ba used for radiation therapy treatment of malignant neoplastic
diseases, as determined by a licensed medical practitioner.”

Summary of Technological Characteristics:
The Elekta Synergy® and Elekta Synergy® S comprise a standard Elekta medical
linear aceelerator, modified to accept the fitting of a kV imaging system (XVI R3.5),
with a common MV and kV isocentre and orthogonal beam paths, all as previously
cleared under Control Number K032696.
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There has been no change made to the underlying technological characteristics of the
product.
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AUG 1 2 2005 9200 Carporate Bo:‘lg:;:‘lat'on

Rockville MD 20850

Elekta Limited Re: K051932
% Mr. Peter Stegagno Trade/Device Name: Elekta Synergy®, Elekta Synergy® S
Director, Regulatory Affairs and XVIR3.5
& Quality Assurance . Regulation Number: 21 CFR 892.5050
Elekta, Inc. Regulation Name: Medical charged- -particle
4775 Peachtree Industrial Boulevard radiation therapy system
Building 300, Suite 300 Regulatory Class: 11
NORCROSS GA 30092 | Product Code: IYE

Dated: July 8, 2005
Received: July 13, 2005

Dear Mr. Stegagno:

We have reviewed your Section 510(k) premarket notification of intent to market the device referenced
above and have determined the device is substantially equivalent (for the indications for use stated in
the enclosure) to legally marketed predicate devices marketed in interstate commerce prior to

May 28, 1976, the enactment date of the Medical Device Amendments, or to devices that have been
reclassified in accordance with the provisions of the Federal Food, Drug, and Cosmetic Act (Act) that
do not require approval of a premarket approval application (PMA). You may, therefore, market the
device, subject to the general controls provisions of the Act. The general controls provisions of the Act
include requirements for annual registration, listing of devices, good manufacturing practice, labelifig,
and prohibitions against misbranding and adulteration.

If your device is classified (see above) into either class II (Special Controls) or class III (Premarket
Approval), it may be subject to such additional controls. Existing major regulations affecting your
device can be found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA
may publish further announcements concerning your device in the Federal Register.

Please be advised that FDA’s issuance of a substantial equivalence determination.does not mean that
FDA has made a determination that your device complies with other requirements of the Act orany
Federal statutes and regulations administered by other Federal agencies. You must comply with all the
Act’s requirements; including, but not limited to registration and listing (21 CFR Part 807); labeling
(21 CFR Part 801); good manufacturing practice requirements as set forth in the quality systems (QS)
regulation (21 CFR Part 820); and if applicable, the electronic product radiation control provisions
(Sections 531-542 of the Act); 21 CFR 1000-1050.
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This letter will allow you to begin marketing your device as described in your Section 510(k)
premarkel notification. The FDA finding of substantial equivalence of your device (o a legally
marketed predicate device results 0 a classification for your device and thus, permits your device (o

proceed to the market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Office of Compliance at.onc.of the fotlowing numbers, based.on the regulation number at

the top of this letter:

21 CFR 876.xxxX (GastroenlcroIogy/Renal/Urology) 240-276-0115

21 CFR 884.xxxx (Obslctrics/Gynccology) 240-276-0115
71 CFR 892.xxxx  (Radiology) 240-276-0120
Other [ 240-276-0100

Also, please note the regulation entitled, “Misbranding by reference to premarket notification” (21 CFR
807.97). You may obtain other general information on your responsibilities under the Act from the
Division of Small Manufacturers, International and Consumer Assistance at its toll-free number (800)
638-2041 or (301) 443-6597 or at its [nternet address
h_tlplfwww.fda.govicdrwin_glit_r)@t_q;po_djiﬁle_x.[{_mﬂ_.

Sincerely yours,

7"/2@( aé'/d« B%?dfm/

Nancy C. Brogdon

Director, Division of Reproductive,
Abdominal, and Radiological Devices

Office of Device Evaluation

Center for Devices and Radiological Health

Enclosure
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Indications for Use
510(k) Number (if known): K051932
Device Name .............. o Elell;ta Syneray® . Elekta Svnerw”g_é;a::\:Ra.s

Indication for Use:  The Elekta Synergy® , Elekta Synergy® S, and XVI R3.5 are intended
to be used for radiation therapy treatment of malignant neoplastic
diseases, as determined by a licensed physician.

Prescription Use - YES ANGIOR  Over-The-Counter Use - NO
(Per 24 CFR 801.109 Subpart D) (21 CFR 801 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

L) .
{Division Sign-Off} {
Division aof Reproductive, Abdominal,

and Radiological Devices
510(k) Number Ko 519352

Elekta Limited, Fleming Way, Grawley, West Sussex, RH10 9RR UK +44 1293 544422 Fax: +44 1293 654321
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Academic Appointment
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‘West Cancer Center, 7945 Wolf River Blvd® Germantown, TN 38138
Office phone: 901-688-0055 ® E-Mail: mballof@westelinic.com

Methodist University Hospital, Department of Radiation Oncology
1265 Union Ave® Memphis TN 38104
Office Phone: 901-516-7367

Professor and Chairman, Department of Radiation Oncology, The University of Tennessee Health

Science Center, Memphis, TN

Administrative Appointments

Medical Director, Radiation Oncology, The West Clinic Radiation Oncology Group, Memphis, TN
Director, Radiation Oncology, The University of Tennessee West Cancer Center, Memphis, TN

Education

Degree-Granting Education

Oberlin College, Oberlin, OH, BA, 7/1987 to 6/1991, Biochemistry
Case Western Reserve University School of Medicine, Cleveland, OH, MD, 7/1991 to 6/1995, Medicine

Postgraduate Training

Clinical Internship, Mt. Sinai Medical Center, Cleveland, OH, Richard Ach, M.D., 7/1995-7/1996
Clinical Residency, The University of Texas MD Anderson Cancer Center, Houston, TX, Alan Pollack,

M.D., 7/1996-7/2000

Credentials

Board Certification

American Board of Radiology, Radiation Oncology, 47202. Granted: 5/2000, Recertified: 4/2010.

Licensures (Active)
Tennessee Medical License, TN, 50791, 5/31/17
Mississippi Medical License, MS, 23819, 5/13/15
Ohio Medical License, OH, 35071913B, 7/1/2017
Texas Medical Board, TX, L0014, 2/28/2016

Academic Experience

Assistant Professor, Department of Radiation Oncology, Division of Radiation Oncology, The
University of Texas MD Anderson Cancer Center, Houston, TX, 7/2000-8/2005

Adjunct Assistant Professor —SHS, Radiation Therapy, Department of Radiation Oncology, Division
of Radiation Oncology, The University of Texas MD Anderson Cancer Center School of Health

Sciences, Houston, TX, 9/2003-present
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Associate Professor, Department of Radiation Oncology, Division of Radiation Oncology, The
University of Texas MD Anderson Cancer Center, Houston, TX, 9/2005-8/2011

Professor, Department of Radiation Oncology, Division of Radiation Oncology, The University of Texas
MD Anderson Cancer Center, Houston, TX, 9/2011-12/2013

Professor and Chairman, Department of Radiation Oncology, The University of Tennessee Health
Science Center, Memphis, TN, 1/2014

Administrative Experience

Deputy Residency Director, Department of Radiation Oncology, Division of Radiation Oncology, The
University of Texas MD Anderson Cancer Center, Houston, TX, 2000-2006

Clinical Medical Director, Department of Radiation Oncology, Division of Radiation Oncology, The
University of Texas MD Anderson Cancer Center, Houston, TX, 2006-2008

Associate Medical Director, Regional Care Centers, The University of Texas MD Anderson Cancer
Center, Houston, TX, 2009-2011

Service Chief - Radiation Oncology Outreach Program, Department of Radiation Oncology, Division of
Radiation Oncology, The University of Texas MD Anderson Cancer Center, Houston, TX, 2011-2013
Medical Director - Radiation Oncology, The West Clinic Radiation Oncology Group, Memphis, TN,
2014 - Present

Director - Radiation Oncology, The University of Tennessee West Cancer Center, Memphis, TN, 2014
- Present

Other Appointments and Responsibilities

Local and National Committee Activities
Member, American College of Radiology (ACR) Committee on Residency Training in Radiation
Oncology (Commission on Education), American College of Radiology, Houston, TX, 2003-2004
Member, Radiation Therapy Oncology Group (RTOG) Image Guided Radiotherapy
Committee, 2006—-2007
Member, American Society for Therapeutic Radiology and Oncology Education Committee of the
Education Council, 2006-2009
Member, American Society for Therapeutic Radiology and Oncology (ASTRO) Government Relations
NIH Subcommittee of the Government Relations Council, 2006-2011
Committee Member, American Coilege of Surgeons Oncology Group (ASCOG), 2006-2006
Member, CHRISTUS St. John's Hospital Cancer Committee, Nassau Bay, TX, 2007-2013
Member, Medical Executive Committee, CHRISTUS St. John's Hospital, Nassau Bay, TX, 2012-2013

Institutional Committee Activities
Member, Radiation Oncology Training Committee, 1999-2000
Member, Clinical Computing Advisory Group (CCAG), 2001
Member, Institutional Review Board Sub-Committee, 2002
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Member, Electronic Chart Committee, 2002~-2008

Selection Committee Member, Geneva and James Briscoe Physician Assistant Award for Excellence,
Houston, TX, 2003

Member, Physics Residency Training Program Committee, 2003-2005

Representative, UT M. D. Anderson Cancer Center Department of Radiation Oncology Faculty
Senate, 2003-2006

Participant, UT M.D. Anderson Cancer Center Department of Orthopedic Oncology in the Division of
Surgery for Chair Search, 2005

Board Member, Board of Directors to M. D. Anderson Physicians Network, 2008-2010

Member, Regional Care Center Accelerated Partial Breast Irradiation Working Group, 2009-2013
Member, Regional Care Center Research Working Group, 2009-2013

Honors and Awards

Alpha Omega Alpha, Honor Medical Society, 1995

Ivan E. Shalit prize for Excellence in Patient Care, 1995

Anderson Associates Travel Grant Award, 1998

First Prize Gilbert H. Fletcher Award, Gilbert H. Fletcher Society, 1998

First Prize Gilbert H. Fletcher Award, Gilbert H. Fletcher Society, 1999

Excellence in Cancer Patient Education Award, Cancer Patient Education Network, 2011

Publications/Presentations

Peer-Reviewed Original Research Articles

1. Ballo MT, Zagars GK, Pisters P, Pollack A. The role of radiation therapy in the management of
dermatofibrosarcoma protuberans. Int J Radiat Oncol Biol Phys 1998;40(4):823-7.

2. Ballo MT, Garden AS, El-Naggar AK, Gillenwater AM, Morrison WH, Goepfert H, Ang KK.
Radiation therapy for early stage (T1-T2) sarcomatoid carcinoma of true vocal cords: outcomes and
patterns of failure. Laryngoscope 1998;108(5):760-3.

3. Ballo MT, Zagars GK, Pollack A. Radiation therapy in the management of desmoid tumors. Int J
Radiat Oncol Biol Phys 1998;42(5):1007-14.

4. Ballo MT, Zagars GK, Pollack A, Pisters PW, Pollack RA. Desmoid tumor: prognostic factors and
outcome after surgery, radiation therapy, or combined surgery and radiation therapy. J Clin Oncol
1999;17(1):158-67.

5. Ballo MT, Strom EA, Prost H, Singletary SE, Theriault RL, Buchholz TA, McNeese MD. Local-
regional control of recurrent breast carcinoma after mastectomy: does hyperfractionated
accelerated radiotherapy improve local control? Int J Radiat Oncol Biol Phys 1999;44(1):105-12.

6. Cormier JN, Patel SR, Herzog CE, Ballo MT, Burgess MA, Feig BW, Hunt KK, Raney RB, Zagars
GK, Benjamin RS, Pisters PW. Concurrent ifosfamide-based chemotherapy and irradiation.
Analysis of treatment-related toxicity in 43 patients with sarcoma. Cancer 2001;92(6):1550-5.

7. Caliister MD, Ballo MT, Pisters PW, Patel SR, Feig BW, Pollock RE, Benjamin RS, Zagars GK.
Epithelioid sarcoma: results of conservative surgery and radiotherapy. Int J Radiat Oncol Biol Phys
2001;51(2):384-91.

8. Ballo MT, Zagars GK, Pisters PW, Feig BW, Patel SR, von Eschenbach AC. Spermatic cord
sarcoma: outcome, patterns of failure and management. J Urol 2001;166(4):1308-10.

9. Crane CH, Janjan NA, Evans DB, Wolff RA, Ballo MT, Milas L, Mason K, Charnsangavej C, Pisters
PW, Lee JE, Lenzi R, Vauthey JN, Wong A, Phan T, Nguyen Q, Abbruzzese JL. Toxicity and
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efficacy of concurrent gemcitabine and radiotherapy for locally advanced pancreatic cancer. Int J
Pancreatol 2001;29(1):9-18.

Porter GA, Cantor SB, Ahmad SA, Lenert JT, Ballo MT, Hunt KK, Feig BW, Patel SR, Benjamin
RS, Pollock RE, Pisters PW. Cost-effectiveness of staging computed tomography of the chest in
patients with T2 soft tissue sarcomas. Cancer 2002;94(1):197-204.

Ahmad SA, Patel SR, Ballo MT, Baker TP, Yasko AW, Wang X, Feig BW, Hunt KK, Lin PP, Weber
KL, Chen LL, Zagars GK, Pollock RE, Benjamin RS, Pisters PW. Extracsseous osteosarcoma
response to treatment and long-term outcome. J Clin Oncol 2002;20(2):521-7.

Janjan N, Crane C, Delclos M, Ballo M. Brachytherapy for locally recurrent soft-tissue sarcoma. Am
J Clin Oncol 2002;25(1):9-15.

Ballo MT, Strom EA, Zagars GK, Bedikian AY, Prieto VG, Mansfield PF, Lee JE, Gershenwald JE,
Ross MI. Adjuvant irradiation for axillary metastases from malignant melanoma. Int J Radiat Oncol
Biol Phys 2002;52(4):964-72.

Crane CH, Abbruzzese JL, Evans DB, Wolff RA, Ballo MT, Delclos M, Milas L, Mason K,
Charnsangavej C, Pisters PW, Lee JE, Lenzi R, Vauthey JN, Wong AB, Phan T, Nguyen Q, Janjan
NA. Is the therapeutic index better with gemcitabine-based chemoradiation than with 5-fluorouracil-
based chemoradiation in locally advanced pancreatic cancer? Int J Radiat Oncol Biol Phys
2002;52(5):1293-302.

Little DJ, Ballo MT, Zagars GK, Pisters PW, Patel SR, EI-Naggar AK, Garden AS, Benjamin RS.
Adult rhabdomyosarcoma: outcome following multimodality treatment. Cancer 2002;95(2):377-88.
Pisters PW, Ballo MT, Patel SR. Preoperative chemoradiation treatment strategies for localized
sarcoma. Ann Surg Oncol 2002;9(6):535-42.

Ballo MT, Gershenwald JE, Zagars GK, Lee JE, Mansfield PF, Strom EA, Bedikian AY, Kim KB,
Papadopoulos NE, Prieto VG, Ross MI. Sphincter-sparing local excision and adjuvant radiation for
anal-rectal melanoma. J Clin Oncol 2002;20(23):4555-8.

Hung A, Crane C, Delclos M, Ballo M, Ajani J, Lin E, Feig B, Skibber J, Janjan N. Cisplatin-based
combined modality therapy for anal carcinoma: a wider therapeutic index. Cancer 2003;97(5):1195-
202.

Ballo MT, Bonnen MD, Garden AS, Myers JN, Gershenwald JE, Zagars GK, Schechter NR,
Morrison WH, Ross MI, Kian Ang K. Adjuvant irradiation for cervical lymph node metastases from
melanoma. Cancer 2003;97(7):1789-96.

Zagars GK, Ballo MT, Pisters PW, Pollock RE, Patel SR, Benjamin RS, Evans HL. Prognostic
factors for patients with localized soft-tissue sarcoma treated with conservation surgery and
radiation therapy: an analysis of 225 patients. Cancer 2003;97(10):2530-43.

Zagars GK, Ballo MT. Sequencing radiotherapy for soft tissue sarcoma when re-resection is
planned. Int J Radiat Oncol Biol Phys 2003;56(1):21-7.

Zagars GK, Ballo MT, Pisters PW, Pollock RE, Patel SR, Benjamin RS. Surgical margins and re-
resection in the management of patients with soft tissue sarcoma using conservative surgery and
radiation therapy. Cancer 2003;97(10):2544-53.

Zagars GK, Ballo MT, Pisters PW, Pollock RE, Patel SR, Benjamin RS. Preoperative vs.
postoperative radiation therapy for soft tissue sarcoma: a retrospective comparative evaluation of
disease outcome. Int J Radiat Oncol Biol Phys 2003;56(2):482-8.

Zagars GK, Ballo MT. Significance of dose in postoperative radiotherapy for soft tissue sarcoma.
Int J Radiat Oncol Biol Phys 2003;56(2):473-81.

Pisters PW, Ballo MT, Fenstermacher MJ, Feig BW, Hunt KK, Raymond KA, Burgess MA, Zagars
GK, Pollock RE, Benjamin RS, Patel SR. Phase | trial of preoperative concurrent doxorubicin and
radiation therapy, surgical resection, and intraoperative electron-beam radiation therapy for patients
with localized retroperitoneal sarcoma. J Clin Oncol 2003;21(16):3092-7.

Caudell JJ, Ballo MT, Zagars GK, Lewis VO, Weber KL, Lin PP, Marco RA, El-Naggar AK,
Benjamin RS, Yasko AW. Radiotherapy in the management of giant cell tumor of bone. Int J Radiat
Oncaol Biol Phys 2003;57(1):158-65.

Zagars GK, Ballo MT, Pisters PW, Pollock RE, Patel SR, Benjamin RS. Prognostic factors for
disease-specific survival after first relapse of soft-tissue sarcoma: analysis of 402 patients with
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disease relapse after initial conservative surgery and radiotherapy. Int J Radiat Oncol Biol Phys
2003;57(3):739-47.

Court LE, Dong L, Taylor N, Ballo M, Kitamura K, Lee A, O'Daniel J, White R, Cheung R, Kuban D.
Inter and Intra-User Variability in CT-Guided Prostate Localization. Int J Radiat Oncol Biol Phys
57(2 Suppl):S332-333, 2003.

Ballo MT, Zagars GK, Cormier JN, Feig BW, Patel SR, Pisters PW. The Length of Time Between
Surgery and Post-Operative Radiotherapy and Local Control for Soft Tissue Sarcoma. Int J Radiat
Oncol Biol Phys 2003;57(2 Suppl):S254.

Bonnen MD, Ballo MT, Myers JN, Garden AS, Diaz EM, Gershenwald JE, Morrison WH, Lee JE,
Oswald MJ, Ross MI, Ang KK. Elective radiotherapy provides regional control for patients with
cutaneous melanoma of the head and neck. Cancer 2004;100(2):383-9.

Zagars GK, Ballo MT, Lee AK, Strom SS. Mortality after cure of testicular seminoma. J Clin Oncol
2004;22(4):640-7.

Kim KB, Sanguino AM, Hodges C, Papadopoulos NE, Eton O, Camacho LH, Broemeling LD,
Johnson MM, Ballo MT, Ross MI, Gershenwald JE, Lee JE, Mansfield PF, Prieto VG, Bedikian AY.
Biochemotherapy in patients with metastatic anorectal mucosal melanoma. Cancer
2004;100(7):1478-83.

Ballo MT, Zagars GK, Cormier JN, Hunt KK, Feig BW, Patel SR, Pisters PW. Interval between
surgery and radiotherapy: effect on local control of soft tissue sarcoma. Int J Radiat Oncol Biol Phys
2004;58(5):1461-7.

Cormier JN, Ballo MT. Functional outcome after treatment of lower extremity soft tissue sarcoma:
what should we tell our patients? Ann Surg Oncol 2004;11(5):453-4.

Court LE, Dong L, Taylor N, Ballo M, Kitamura K, Lee AK, O'Daniel J, White RA, Cheung R, Kuban
D. Evaluation of a contour-alignment technique for CT-guided prostate radiotherapy: an intra- and
interobserver study. Int J Radiat Oncol Biol Phys 2004;59(2):412-8.

Pisters PW, Patel SR, Prieto VG, Thall PF, Lewis VO, Feig BW, Hunt KK, Yasko AW, Lin PP,
Jacobson MG, Burgess MA, Pollock RE, Zagars GK, Benjamin RS, Ballo MT. Phase | trial of
preoperative doxorubicin-based concurrent chemoradiation and surgical resection for localized
extremity and body wall soft tissue sarcomas. J Clin Oncol 2004;22(186):3375-80.

Ballo MT, Zagars GK, Gershenwald JE, Lee JE, Mansfield PF, Kim KB, Camacho LH, Hwu P,
Ross MI. A critical assessment of adjuvant radiotherapy for inguinal lymph node metastases from
metanoma. Ann Surg Oncol 2004;11(12):1079-84.

Ballo MT, Garden AS, Myers JN, Lee JE, Diaz EM, Sturgis EM, Morrison WH, Gershenwald JE,
Ross MI, Weber RS, Ang KK. Melanoma metastatic to cervical lymph nodes: Can radiotherapy
replace formal dissection after local excision of nodal disease? Head Neck 2005;27(8):718-21.
Vorburger SA, Xing Y, Hunt KK, Lakin GE, Benjamin RS, Feig BW, Pisters PW, Ballo MT, Chen L,
Trent J, Burgess M, Patel S, Pollock RE, Cormier JN. Angiosarcoma of the breast. Cancer
2005;104(12):2682-8.

Ballo MT, Ross MI, Cormier JN, Myers JN, Lee JE, Gershenwald JE, Hwu P, Zagars GK.
Combined-modality therapy for patients with regional nodal metastases from melanoma. Int J
Radiat Oncol Biol Phys 2006;64(1):106-13.

Pawlik TM, Ross MlI, Prieto VG, Ballo MT, Johnson MM, Mansfield PF, Lee JE, Cormier JN,
Gershenwald JE. Assessment of the role of sentinel lymph node biopsy for primary cutaneous
desmoplastic melanoma. Cancer 2006;106(4):900-6.

Beddar AS, Krishnan S, Briere TM, Wang X, Delclos ME, Ballo MT, Das P, Gould S, Horton JL,
Crane CH. The optimization of dose delivery for intraoperative high-dose-rate radiation therapy
using curved HAM applicators. Radiother Oncol 2006;78:207-12.

Pawlik TM, Pisters PW, Mikula L, Feig BW, Hunt KK, Cormier JN, Ballo MT, Catton CN, Jones JJ,
O'Sullivan B, Pollock RE, Swallow CJ. Long-term results of two prospective trials of preoperative
external beam radiotherapy for localized intermediate- or high-grade retroperitoneal soft tissue
sarcoma. Ann Surg Oncol 2006;13:508-17.

Tseng JF, Ballo MT, Langstein HN, Wayne JD, Cormier JN, Hunt KK, Feig BW, Yasko AW, Lewis
VO, Lin PP, Cannon CP, Zagars GK, Pollock RE, Pisters PW. The effect of preoperative
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radiotherapy and reconstructive surgery on wound complications after resection of extremity soft-
tissue sarcomas. Ann Surg Oncol 2006;13:1209-15.

Cannon CP, Ballo MT, Zagars GK, Mirza AN, Lin PP, Lewis VO, Yasko AW, Benjamin RS, Pisters
PW. Complications of combined modality treatment of primary lower extremity soft-tissue
sarcomas. Cancer 2006;107:2455-61.

Ballo MT, Zagars GK, Pollock RE, Benjamin RS, Feig BW, Cormier JN, Hunt KK, Patel SR, Trent
JC, Beddar S, Pisters PW. Retroperitoneal soft tissue sarcoma: an analysis of radiation and
surgical treatment. Int J Radiat Oncol Biol Phys 2007;67:158-163.

Lin PP, Pino ED, Normand AN, Deavers MT, Cannon CP, Ballo MT, Pisters PW, Pollock RE, Lewis
VO, Zagars GK, Yasko AW. Periosteal margin in soft-tissue sarcoma. Cancer 2007;109:598-602.
Totres MA, Ballo MT, Butler CE, Feig BW, Cormier JN, Lewis VO, Pollock RE, Pisters PW, Zagars
GK. Management of locally recurrent soft-tissue sarcoma after prior surgery and radiation therapy.
Int J Radiat Oncol Biol Phys 2007;67:1124-9.

Lev D, Kotilingam D, Wei C, Ballo MT, Zagars GK, Pisters PW, Lazar AA, Patel SR, Benjamin RS,
Pollock RE. Optimizing treatment of desmoid tumors. J Clin Oncol 2007;25:1785-91.

Harb WJ, Luna MA, Patel SR, Ballo MT, Roberts DB, Sturgis EM. Survival in patients with synovial
sarcoma of the head and neck: association with tumor location, size, and extension. Head Neck
2007;29:731-40.

Pisters PW, Pollock RE, Lewis VO, Yasko AW, Cormier JN, Respondek PM, Feig BW, Hunt KK, Lin
PP, Zagars G, Wei C, Ballo MT. Long-term resuits of prospective trial of surgery alone with
selective use of radiation for patients with T1 extremity and trunk soft tissue sarcomas. Ann Surg
2007,;246:675-81; discussion 681-2, 10/2007.

Guadagnolo BA, Zagars GK, Ballo MT, Patel SR, Lewis VO, Pisters PW, Benjamin RS, Pollock
RE. Long-term outcomes for synovial sarcoma treated with conservation surgery and radiotherapy.
Int J Radiat Oncol Biol Phys 2007;69:1173-80.

Lev D, Kotilingam D, Wei C, Ballo MT, Zagars GK, Pisters PW, Lazar AA, Pate! SR, Benjamin RS,
Pollock RE. Evolving patterns of desmoid tumor. J Clin Oncol 2007;25:1785-1791.

Guadagnolo BA, Zagars GK, Ballo MT, Patel SR, Lewis VO, Pisters PWT, Benjamin RS, Pollock
RE. Long-term outcomes for synovial sarcoma treated with conservation surgery and radiation
therapy. Int J Radiat Oncol Biol Phys 2007;69:1173-1180.

Pisters PWT, Pollock, RE, Yasko AW, Lewis VO, Cormier JN, Respondek PM, Feig BW, Hunt KK,
Lin PP, Zagars G, Wei C, Ballo MT. Long-term results of a prospective trial of surgery alone with
selective use of radiation treatment for patients with T1 extremity and trunk soft tissue sarcomas.
Ann Surg 2007,;246:675-682.

Torres MA, Ballo MT, Butler CE, Feig BW, Cormier JN, Lewis VO, Pollock RE, Pisters PWT,
Zagars GK. Treatment for isolated local recurrence of soft tissue sarcoma arising in a previously
irradiated field. Int J Radiat Oncol Biol Phys 2007;67:1124-1129.

Heller L, Ballo MT, Cormier JN, Oates SD, Butler CE. Staged reconstruction for resection wounds
in sarcoma patients treated with brachytherapy. Ann Plast Surg 2008;60:58-63.

Guadagnolo BA, Zagars GK, Ballo MT, Patel SR, Lewis VO, Benjamin RS, Pollock RE. Excellent
local control rates and distinctive patterns of failure in myxoid liposarcoma treated with conservation
surgery and radiotherapy. Int J Radiat Oncol Biol Phys 2008;70:760-5, 3/2008.

Guadagnolo BA, Zagars GK, Ballo MT. Long-term outcomes for desmoid tumors treated with
radiation therapy. Int J Radiat Oncol Biol Phys 2008;71:441-7.

Guadagnolo BA, Zagars GK, Ballo MT, Strom SS, Pollock RE, Benjamin RS. Mortality after cure of
soft-tissue sarcoma treated with conservation surgery and radiotherapy. Cancer 2008;113:411-8.
Hsu A, Frank SJ, Ballo MT, Garden AS, Morrison WH, Rosenthal DI, Hatef E, Esmaeli B.
Postoperative adjuvant external-beam radiation therapy for cancers of the eyelid and conjunctiva.
Ophthal Plast Reconstr Surg 2008;24:444-9.

Bartell HL, Bedikian AY, Papadopoulos NE, Dett TK, Ballo MT, Myers JN, Hwu P, Kim KB.
Biochemotherapy in patients with advanced head and neck mucosal melanoma. Head Neck
2008;30:1592-8.
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Ballo MT, Postma KE, Washington CM, Buchholz TA, Cox JD. Development of a successful
outreach program at M. D. Anderson Cancer Center: a global perspective. J Am Coll Radiol
2008;5:1170-3.

Davis EC, Ballo MT, Luna MA, Patel SR, Roberts DB, Nong X, Sturgis EM. Liposarcoma of the
head and neck: The University of Texas M. D. Anderson Cancer Center experience. Head Neck
2009;31:28-36.

Beadle BM, Guadagnolo BA, Ballo MT, Lee JE, Gershenwald JE, Cormier JN, Mansfield PF, Ross
MI, Zagars GK. Radiation therapy field extent for adjuvant treatment of axillary metastases from
malignant melanoma. Int J Radiat Oncol Biol Phys 2009;73:1376-82.

Agrawal S, Kane JM, Guadagnolo BA, Kraybill WG, Ballo MT. The benefits of adjuvant radiation
therapy after therapeutic lymphadenectomy for clinically advanced, high-risk, lymph node-
metastatic melanoma. Cancer 2009;115:5836-44.

Gifford KA, Nelson CL, Kirsner SM, Kisling KD, Ballo MT, Bloom ES. On the feasibility of treating to
a 1.5 cm PTV with a commercial single-entry hybrid applicator in APBI breast brachytherapy. J
Contemp Brachyther 2012;4:29-33.

Gifford KA, Pacha O, Hebert AA, Nelsen CL, Kirsner SM, Ballo MT, Bloom ES. A new paradigm for
calculating skin dose. Brachytherapy 2013;12:114-9.

Ballo MT, Chronowski GM, Schlembach PJ, Bloom ES, Arzu IY, Kuban DA. Prospective peer
review quality assurance for outpatient radiation therapy. Pract Radiat Oncol. 2014:4(5):279-84.
Davidson S, Kirsner S, Mason B, Kisling K, Barrett RD, Bonetati A, Ballo MT. Dosimetric impact of
setup accuracy for an electron breast boost technique. Pract Radiat Oncol. 2015 /n Press.

Invited Articles

1.

Ballo MT, Ang KK. Radiation therapy for malignant melanoma. Surg Clin North Am 83(2):323-42,
4/2003.

2. Ballo MT, Zagars GK. Radiation therapy for soft tissue sarcoma. Surg Oncol Clin N Am 12(2):449-
67, vii, 4/2003.

3. Ballo MT, Lee AK. Current results of brachytherapy for soft tissue sarcoma. Curr Opin Oncol
15(4):313-8, 7/2003.

4. Ballo MT, Ang KK. Radiotherapy for cutaneous malignant melanoma: rationale and indications.
Oncology (Williston Park) 18(1):99-107; discussion 107-10, 113-4, 1/2004.

Editorials

1. Ballo MT, Pollack A, Zagars GK. Controversies in the Management of Stage | Seminoma.
Oncology 1998;12:1217-1221.

2. Ballo MT, Pisters PWT. Commentary on: Improving breast cancer quality of care with the use of
patient navigators [Am Surg. 2010;76:1043-1046] Breast Disease: A Yearbook Quarterly
2011;22:256-257.

3. Ballo MT, Reed VK. Commentary on: Accelerated partial breast irradiation with interstitial implants:
risk factors associated with increased local recurrence [Int J Radiat Oncol Biol Phys. 2011;80:1458-
1463] Breast Disease: A Yearbook Quarterly 2012;23:85.

4. Ballo MT, Reed VK. Commentary on: Psychosocial group intervention for patients with primary

breast cancer: a randomized trial [Eur J Cancer. 2011;47:1363-1372]. Breast Diseases: A Year
Book Quarterly. 2012;23:230.

Abstracts (last 10 years)

1.

Ballo MT. Melanoma metastatic to cervical lymph nodes: Can radiotherapy replace formal lymph
node dissection after wide local excision? Annual Meeting of the American Society for Therapeutic
Radiology and Oncology, Atlanta, GA, 2004.

Ballo MT. Mortality after apparent cure of patient with soft tissue sarcoma. Annual Meeting of the
Connective Tissue, Montreal, Canada, 2004.
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3. Ballo MT. Complications of Combined Modality Treatment of Primary Lower Extremity Soft Tissue
Sarcomas. Connective Tissue Oncology Society 11th Annual Meeting, Boca Raton, FL, 2005.

4. Ballo MT. The Periosteal Margin in Soft Tissue Sarcomas. Connective Tissue Oncology Society
11th Annual Meeting, Boca Raton, FL, 2005.

5. Ballo MT. Therapeutic Lymphadenectomy Alone Versus Adjuvant Radiotherapy for Regional Nodal
Metastases from Melanoma. American Society of Clinical Oncology 44th Annual Meeting, Chicago,
IL, 2008.

6. Ballo MT. A Peer Review Program for Outpatient Radiotherapy. Annual Meeting of the American
Society for Therapeutic Radiology and Oncology, San Diego, CA, 2010.

7. BolukbasiY, Selek U, Saglam Y, Kataria A, Unal Z, Alpan VZ, Kirsner S, Ballo MT. Breath hold
irradiation technique for left sided breast cancer significantly reduces cardiac radiation exposure.
Annual Meeting of the European Society for Radiotherapy and Oncology, Barcelona, Spain, 2012.

8. Selek U, Bolukbasi Y, Saglam Y, Alpan V, Kirsner S, Ballo MT. Volumetric Arc Therapy Seems
More Promising To Spare Organ At Risk In Adjuvant Postoperative Radiotherapy For Pancreas
Adenocarcinoma In Comparison To Step And Shoot Intensity Modulated Radiotherapy. Annual
Meeting of the American Society for Radiation Oncology, Boston, MA, 2012.

Book Chapters

1. Ballo MT. Radiation Therapy for Soft Tissue Sarcoma. In: Atlas of Cancer, 1. Lippincott Williams &
Wilkins: Philadelphia, PA, 360-363, 2002.

2. Ballo MT, Shadle K, Pollack A. Radiotherapy in the Management of Seminoma. In: Atlas of
Genitourinary Oncology, 1. W. B. Saunders Company: Philadelphia, PA, 205-216, 2002.

3. Janjan NA, Delclos ME, Ballo MT, Crane CH. Palliative Care. In: Radiation Oncology. Rationale,
Technigue, Results. 8. Mosby: St. Louis, MO, 954-986, 2003.

4. Janjan NA, Ballo MT, Delclos ME, Crane CH. The Anal Region. In: Radiation Oncology. Rationale,
Technique, Results. 8. Mosby: St. Louis, MO, 5637-556, 2003.

5. Janjan NA, Delclos ME, Ballo MT, Crane CH. The Colon and Rectum. [n: Radiation Oncology.
Rationale, Technique, Results. 8. Mosby: St. Louis, MO, 497-536, 2003.

6. Ballo MT, Zagars GK. The Soft Tissue. In: Radiation Oncology. Rationale, Technique, Results, 8.
Mosby: St. Louis, MO., 884-911, 2003.

7. Ballo MT, Ross MI. Anal Melanoma. In: Clinical Scenarios in Surgical Oncology. Lippincott Williams
& Wilkins: Philadelphia, PA, 173-177, 2005.

8. Ballo MT, Ang KA. Malignant Melanoma. In: Clinical Radiation Oncology, 2. Elsevier, Churchill
Livingstone: Philadelphia, PA, 865-977, 2007.

9. Ballo MT. Radiation Therapy for Soft Tissue Sarcoma. In: Atlas of Cancer, 2. Lippincott Williams &
Wilkins: Philadelphia, PA, 360-363, 2008.

10. Ballo MT, Zagars GK. Soft Tissue Sarcoma. In: Advanced Therapy in Surgical Oncology, 1. BC
Decker Inc., Hamilton: Ontario, Canada, 684-691, 2008.

11. McGovern SL, Ballo MT. Radiation Oncology in Skin Cancer Treatment. In: Skin Cancer
Management, A Practical Approach, 1. Springer: New York, NY, 259-271, 2010.

12. Ballo MT, Zagars Gk. The Soft Tissue. In: Radiation Oncology. Rationale, Technique, Results. 8.
Mosby: St. Louis, MO, 884-911, 2010.

13. Ballo, MT, Ang KK. Malignant Melanoma. In; Clinical Radiation Oncology, 3rd. Ed(s) LL Gunderson

& JE Tepper. Elsevier: Philadelphia, 771-782, anticipated 2014.

Research Experience

Protocols (Funded)

Principal Investigator, A pilot phase |l study of pre-operative radiation therapy and thalidomide for low
grade primary soft tissue sarcoma or preoperative MAID/thalidomide/radiation therapy for high/intermediate
grade primary soft tissue sarcoma of the extremity or body wail, RTOG 0330, 2004.
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Protocols (Unfunded)
Principal Investigator, Image guided radiotherapy to analyze reproducibility of our lateral decubitus
breast boost technique, MDACC 2011-07086, 2011.

Teaching Experience

Organization of Conferences/Symposia (Include chairing session)
Rad Onc 2002, MD Anderson Department of Radiation Oncology, Houston, TX, Chair, 2002
Rad Onc 2004, MD Anderson Department of Radiation Oncology, Houston, TX, Chair, 2004
Texas Radiological Society, Radiation Oncology Section, Houston, TX, Vice Chair, 2013
Texas Radiological Society, Radiation Oncology Section, Houston, TX, Chair, 2014

Member of Editorial Review Board
Guest Editor, Breast Diseases: A Yearbook Quarterly, 2011-present

Journal Reviewer
Reviewer, American Journal of Clinical Oncology, 2014-present
Reviewer, International Journal of Radiation Oncology, Biology, Physics, 2000-present
Reviewer, Cancer, 2002—present
Reviewer, International Journal of Cancer, 2002-present
Reviewer, British Journal of Cancer, 2003-present
Reviewer, Radiotherapy and Oncology, 2003—present
Reviewer, Journal of Clinical Oncology, 2008—present
Reviewer, European Journal of Surgical Oncology, 2010-present
Reviewer, Lancet Oncology, 2011—present
Reviewer, Case Reports in Medicine, 2012-present
Reviewer, Head and Neck, 2008-present

Manuals, Teaching Aids, Other Teaching Publications
Ballo MT. Radiotherapy Review for the National Boards: A Comprehensive Guide for Residents.

Formal Teaching Courses Taught
Lecturer, Malignant Melanoma for Radiation Oncology Residents. Yearly, 2000-2007
Lecturer, Soft Tissue Sarcoma for Radiotherapists. Yearly, 2000-present
Lecturer, Basic Introduction to Radiation Oncology to 4th year medical students rotating on
Hematology/Oncology Rotation. 2005-2008
Lecturer, Soft Tissue Sarcoma for Baylor Radiation Oncology Residents. Yearly, 2007—-present
Lecturer, Introduction to Radiation Oncology for St John's Nurses, CHRISTUS St. John's. 2012

Presentations at National or International Conferences (Invited)

1. The Role of Radiation in Treatment of Melanoma, Ashville, NC, 2002
2. The Role of Radiation in Treatment of Soft Tissue Sarcoma, Ashville, NC, 2002
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3. Novel Forms of Radiation Therapy, Association of Physician Assistants in Oncology, Austin, TX,
2003

4. The Role of Intraoperative Radiotherapy for Recurrent Rectal Cancer, Advances and Controversies
in Clinical Oncology, Steamboat Springs, CO, 2003

5. Management of Patients with a Positive Sentinel Lymph Node from Malignant melanoma,
Advances and Controversies in Clinical Oncology, Steamboat Springs, CO, 2004

6. Radiotherapy for patient with soft tissue sarcoma: who gets XRT and who needs it?, Advances and
Controversies in Clinical Oncology, Park City, UT, 2005

7. Complications of Combined Surgery and Radiation Therapy of Primary Lower Extremity Soft Tissue
Sarcomas, Western Orthopedic Association 70th Annual Meeting, Santa Fe, NM, 2006

8. Resection and Brachytherapy for Recurrent Soft Tissue Sarcoma Arising in a Previously Irradiated
Field., American Brachytherapy Society Meeting, San Francisco, CA, 2006

9. Treatment of Soft Tissue Sarcomas Abutting Bone, Musculoskeletal Tumor Society Annual
Meeting, Key West, FL, 2006

10. An Introduction to Radiation Oncology, Amarillo Cancer Programs Consortium, Amarillo, TX. 2007

11. Education Session on the Management of Patients with Soft Tissue Sarcoma, American Society for
Therapeutic Radiology and Oncology, Los Angeles, CA, 2007

12. Education Session on the Management of Patients with Soft Tissue Sarcoma, American Society for
Therapeutic Radiology and Oncology, Boston, MA, 2008

13. Discussant for the Plenary Session Abstract Presentation, American Society for Therapeutic
Radiology and Oncoelogy, Chicago, IL, 2009

Affiliations/Memberships

National and International
Alpha Omega Alpha Honor Medical Society, Menlo Park CA, Member, 1996-present
American College of Radiation Oncology, Bethesda, MD, Member, 1996-2000
Connective Tissue Oncology Society, Alexandria, VA, Member, 2000-2007
International Society of Intraoperative Radiation Therapy, Houston, TX, Member, 2000-2005
American Society for Therapeutic Radiology and Oncology, Fairfax, VA, Member, 1996-present
American College of Radiology, Reston, VA, Member, 2000-present,
American Society of Clinical Oncologists, Alexandria, VA, Member, 2000—present

Local/State
Gilbert H. Fletcher Society, Houston, TX, Active Member, 2000—-present
Texas Radiological Society, Austin, TX, Member, 2000-present
Harris County Medical Society, Houston, TX, Active Member, 2001-present
Texas Medical Association, Austin, TX, Member, 2001-present
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SYSTEM POLICY

ORIGINATOR: Administration

SUBJECT: Outpatient Orders for Diagnostic Services

PURPOSE: To establish guidelines under which the medical staff can order
outpatient, non-surgical services in a Methodist Healthcare facility.

FUNCTIONS Patient Access Services (including Scheduling, Patient Registration,

AFFECTED: Outpatient Care Center), all ancillary service areas, Health Information

Management (outpatient record department) and Utilization Review.

POLICY: Methodist Healthcare recognizes that federal legislation placed an
affirmative duty on Hospitals and Physicians to document authorization
and medical necessity for outpatient diagnostic services. Failure to abide
by CMS regulations has serious penalties for providers of healthcare,
including the possibility of personal liability for those who do not properly
document and code.

All functions affected must work with Medical staff members and referring
physicians to ensure that the following guidelines are met prior to
procedures being performed:

1. All requests for diagnostic outpatient services (i.e. any test,
procedure, treatment or other service) must be accompanied by a
written, signed and dated Physician order. A Physician or a Nurse
Practitioner may submit this signed order. Rubber stamp signatures
are not acceptable. In the case of recurrent care outpatient
encounters, one order will be valid for 6 months as long as the
physician name, treatment regimen and medical necessity
documentation remains unchanged.

2. Patients arriving for an outpatient diagnostic service for whom an
order has not been sent to Patient Access or the ancillary
department prior to the patients’ arrival, will be asked to wait or be
rescheduled until the order is received by facsimile or other
appropriate means.

In order to ensure compliance for our coding and billing functions, this

policy will be followed for all payer groups (not just our Medicare patient
population).

147
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COO, Methodist Healthcare
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CEO, Methodist Healthcare
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PROJECT COSTS CHART

Construction and equipment acquired by purchase:
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1. Architectural and Engineering Fees $ 11,200,000
2. Legal, Administrative (Excluding CON Filing Fee),

Consultant Fees 10,000
3. Acquisition of Site <
4, Preparation of Site 6,750,000
S Construction Costs 172,150,000
6. Contingency Fund 18,245,000
7. Fixed Equipment (Not included in Construction Contract) -
8. Moveable Equipment (List all equipment over $50,000) 50,900,000
9. Other (Specify) Technology and Soft Costs 20,700,000
Acquisition by gift, donation, or lease:
1. Facility (inclusive of building and land)
2. Building only
3; Land only
4, Equipment (Specify)
5. Other (Specify)
Financing Costs and Fees:
1 Interim Financing
2 Underwriting Costs
3. Reserve for One Year’s Debt Service
4 Other (Specify)
Estimated Project Cost
(A+B+C) 279,955,000
CON Filing Fee 45,000
Total Estimated Project Cost
(D+E) TOTAL $ 280,000,000

40R
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Turner

January 17, 2016

Turner Construction Company
5300 Virginia Way
Brentwood, TN 37027
phone: 615-231-6300

fax: 615-231-6301

Methodist University Hospital
Attn: Mr. Richard Kelley

1265 Union Ave

Memphis, TN 38104

RE: MUH Campus Master Plan - Estimate
Methodist University Hospital

To Whom It May Concern:

We have prepared a current cost estimate on the Methodist University Hospital located in Memphis, TN.
We have reviewed the program and believe that this representation of the scope for this project based
on current market conditions, historical data, and schematic architect’s documents at this stage will be
sufficient for this project. Turner Construction as the Nation’s largest Healthcare builder has completed
hundreds of projects similar in scope. We have used this historic cost database as a basic of our estimate.
Some Tennessee projects that we have used for comparison are the Cookeville Regional Medical Center
new patient tower and Vanderbilt Children’s Hospital expansion schedule to start this year. We have also
looked at 5 other project that are similar in size and scope that we have completed in the last 5 years
across the United States. We have included escalation based on our experience and what the market is
forecasting until this project begins. The following is our estimated cost:

Sitework - $4,850,000
Building Demolition — $1,900,000
Building Construction - $172,150,000

The above includes 3% escalation until the project begins construction.

Working with HKS Inc., this facility will be designed and built to 2009 International Building Code plus
City of Memphis and Shelby County amendments as well as 2010 AIA Guidelines for Design and
Construction of Health Care Facilities.

Should you have any questions or need any clarifications regarding this information above, please feel
free to contact me.

Sincerely,

A
/ﬂé’fdé, ﬂ»""‘:‘l
Andy Davis

Project Executive
Turner Construction

CC: Chuck Lane {MUH), Marty Keith (MUH), Dave Rosenbaum (MLH), Tom Briggs (HKS)

Building the Future
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‘ Le Bonheur Healthcare

February 19, 2016

Melanie Hill

Executive Director

Tennessee Health Services and Development Agency
Andrew Jackson Building

502 Deaderick Street, 9" Floor

Nashville, TN 37243

Dear Ms. Hill:

This is to certify that Methodist Le Bonheur Healthcare has adequate financial resources
for the Methodist Healthcare — University Hospital Onsite Replacement and
Modernization project.

The applicant, Methodist Healthcare—-Memphis Hospitals, is a not-for-profit corporation
that operates five Shelby County hospitals under a single license. The applicant is a
wholly-owned subsidiary of a broader parent organization, Methodist Le Bonheur
Healthcare, which is a not-for-profit corporation with ownership and operating interests
in multiple other healthcare facilities of several types in West Tennessee and North
Mississippi.

The capital cost of the project is estimated at $280,000,000. Cash is held at the corporate
level. Methodist Le Bonheur Healthcare has available cash balances to commit to this
project. .

Sincerely,

Chris McLean
Executive Vice President and Chief Financial Officer

1211 Union Avenue » Memphis, Tennessee 38104 » www.methodisthealth.org
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HISTORICAL DATA CHART
Methodist University Hospital

Give information for the last three (3) years for which complete data are available for the facility or

agency. The fiscal year begins in January

A. Utilization Data (Specify unit of measure)
Adjusted Patient Days

B. Revenue from Services to Patients

1. Inpatient Services
2.  Outpatient Services
3. Emergency Services
4. Other Operating Revenue
Gross Operating Revenue

C. Deductions from Gross Operating Revenue

1. Contractual Adjustments
2. Provision for Charity Care
3. Provisions for Bad Debt

Total Deductions
NET OPERATING REVENUE
Operating Expenses

Salaries and Wages
Physician’s Salaries and Wages
Supplies
Taxes
Depreciation
Rent
Interest, other than Capital
a) Fees to Affiliates
b) Fees to Non-Affiliates

® NN WD -

Management Fees

9. Other Expenses

Total Operating Expenses
E. Other Revenue (Expenses) — Net
NET OPERATING INCOME (LOSS)
F. Capital Expenditures
1.  Retirement of Principal
2. Interest

Total Capital Expenditures
NET OPERATING INCOME (LOSS)

LESS CAPITAL EXPENDITURES

(Month).
Year 2013 Year 2014 Year 2015
209,281 203,523 213,747

(in thousands)

$ 906,782 § 941,802  $ 1,058,001
600,674 663,985 674,912
54,019 59,021 90,990
19,545 19,502 45,956
$ 1,581,020 $ 1,684,310 $ 1,869,858
$ 980,117 $ 1,071,820 $ 1,186,601
152,563 156,455 157759
45,997 43,673 45,881
$ 1,178,677 $ 1271,948 $§ 1,390,241
$ 402,343 412,362 479,617
$ 125793 § 123,888  $ 132,746
3,173 3,275 3,430
113,069 115,234 143,068
439 468 429
14,713 15,703 18,094
403 404 412
0 0 0
1,265 963 925
0 0 0
138,701 149,461 159,233
$ 397,557 409,396 $ 458,335
$ 6,739 5,449 6,206
$ 11,525 8,415 27,488
$ - $ - $ -
2,896 2,555 2,213
$ 2,896 $ 2,555 $ 2,213
$ 8,629 5,860 25,275
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Other Operating Revenue:

Other Expenses:

Other Revenue/Expenses:

Cafeteria

Drugs
Telephone rental
Vending

Office Rental
Ground
Transportation
Fix Wing

Grants

United Way Grants
Misc. Income

Benefits

Repairs and Maintenance
Professional Fees
Contract Services
Accounting/Auditing Fees
LLegal/Consulting

Fee

Advertising

Dues and Subscriptions
Education/ Travel

Utilities

Insurance

Food services

Laundry Services

Print Shop

Telephone

Transcription

Academic Support
Contributions
License/Accredidations Fees
Postage/Freight
Procurement Card Exp

Capital Campaign Funding
Interest Income
Gain/Loss on Disposal of PPE
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Q3 Methodist. 1 NrsStrur

Transplant Institute HEALTH SCIENCE CENTER

February 18,2016

Melanie M. Hill

Executive Director

Tennessee Health Services and Development Agency
Andrew Jackson State Office Building, Ninth Floor
502 Deaderick Street

Nashville, TN 37243

Dear Ms. Hill:

I am writing this letter in support of the proposed Methodist University Hospital Certificate of Need
application which has been filed with your agency. [ am the Program Director of the Methodist
University Hospital Transplant Institute and Professor of Surgery at the University of Tennessee Health
Science Center in Memphis, TN.

The UT program partnered with Methodist Le Bonheur Healthcare in 2004 and formed the Methodist
University Hospital Transplant Institute (MUHTI). More than 1,000 liver transplants and 1,000 kidney
‘transplants have been performed at MUHTI and Le Bonheur Children’s Hospital since 2006. MUHTI
serves the highest percentage of minority patients in the country and has the only pediatric liver transplant
program in the underserved Mid-South (TN, AR. and MS). MUHTI is renowned for the most experience
in steroid-free liver transplantation in the world. The Institute ranks among the top 10 liver transplant
programs, the top 15 overall transplant programs in the nation, and has performed over 6.000
transplants.

The experience of receiving a transplanted organ is unlike any other patient experience. Patients embark
on a lifelong journey with the transplant care team. From pre-transplant testing through the wait for an
organ and then to life changing transplant surgery, the Institute serves as a home avway 4
vman_._nm return again and mmm_s for vo&.:m:m_u_mi Boa_nu_, woo_m_ _uﬁ,n:o_c.:n:_ and

mnection to the Transplant Institute makes it imperative that :F _mn__:u pros ar.
tient service offerings in a single building.

care we provide our transplant patients is extraordinary, but the facility where those patients receive

'madel. On behalf of our patients, families, staff and physicians. I ask that you strongly
e application before you.

Transplantation

340 * Memphis, Tennessee 38104 ¢ 901-516-9183 = Toll Free 1-866-805-7710
www.methodisthealth.org/transplant
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The University of Tennessee

@®  WEsT

Institute for Cancer Research

February 18, 2016

Ms. Melanie M. Hill

Executive Director

Tennessee Health Services and Development Agency
Andrew Jackson State Office Building, Ninth Floor
502 Deaderick Street

Nashville, Tennessee 37243

Dear Ms. Hill:

I write to you in support of the proposed Methodist University Hospital Certificate of Need
application which has been filed with your agency. As the Executive Director of West Cancer
Center, I can attest to historic growth for our organizations, as we continue to expand our
services and facilities.

This letter is written with great enthusiasm to ask for your support from the Tennessee Health
Services and Development Agency. Collaboration has been the igniting force for our partnership
with Methodist Healthcare, as we embarked collectively and steadfastly on a mission to combirie
the foremost experts in patient care, research and education in order to provide the best possible
cancer treatment for patients both here in Memphis and across the United States. :

Upon approval of this project we will march forward with continued enhancement of oncology
services to our entire community, specifically in the downtown Memphis region where we will
care for many underserved and uninsured. No longer will patients have to visit multiple office
locations for the often complex interventions needed for their cancer treatment. Much like our
East Memphis Campus, they can see their entire team of expert physicians, all in a single visit on
the Methodist University Campus. The net result is a collaborative environment that will foster
our comprehensive approach to treatment and transform the delivery of oncology care in the
Mid-South.

I thank 'you for your serious consideration this application rightfully deserves.
Sincerely,

Lee S. Schwartzm.A.C.P.

Executive Director

100 North Humphreys Boulevard | Memphis, TN 38120
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The University of Tennessee

WEST

Institute for Cancer Research

February 18, 2016

Ms. Melanie M. Hill

Executive Director

Tennessee Health Services and Development Agency
Andrew Jackson State Office Building, Ninth Floor
502 Deaderick Street

Nashville, Tennessee 37243

Dear Ms. Hill:

I am writing this letter in support of the prop,osed Methodist University Hospital Certificate of
Need application which has been filed with your agency. As the Chief Executive Officer of the
University of Tennessee West Cancer Center, it is with great enthusiasm that we write this
support letter to the Tennessee Health Services and Development Agency. West Cancer Center
represents over 50 cancer-focused physician providers in Memphis and the Mid-South
community.

We are taking steps to assure that all cancer patients — no matter their socioeconomic background —
have access to the life-saving resources and exceptional care provided by our world-class physicians
and faculty. The approval of this project will allow for this continued enhancement of oncology
services to our entire community, specifically in the downtown Memphis region. The project
will provide West Cancer Center with the ability to add additional access points to our
community members, as well as, provide for growth as we prepare ourselves for the predicted
increase in cancer incidence rates over the next 5 — 7 years.

This project, not only prepares us for that well documented need, but also allows us to integrate
our services into one site. The delivery of multidisciplinary care within one cancer center is the
best way to treat cancer patients in our community. Patients will no longer have to go to many
sites to receive care for this terrible disease. The approval of this application is imperative for us
to continue our mission and face our fight against cancer for our community and the mid-south
region.

Thank you for your consideration of this application which will positively affect the outcomes of
many cancer patients and their caregivers for years to come.

Sincere%_’/
Erich A. Mounce

Chief Executive Officer

100 North Humphreys Boulevard | Memphis, TN 38120
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The University of Tennessee

@® WEsT

Institute for Cancer Research

February 18, 2016

Ms. Melanie M. Hill

Executive Director

Tennessee Health Services and Development Agency
Andrew Jackson State Office Building, Ninth Floor
502 Deaderick Street

Nashville, Tennessee 37243

Dear Ms. Hill:

Please accept my letter of support for the proposed Methodist University Hospital Certificate of
Need application recently filed with your agency. As the Department Chair of the Radiation
Oncology Division of West Cancer Center, it is with sincere optimism that we write this support
letter to the Tennessee Health Services and Development Agency.

All of the major advances in the field of Radiation Oncology have been directed at personalizing
the way radiation is delivered. With our proposed West Cancer Center Campus at Methodist
University, we will have the opportunity to provide “side-by-side™ care for our patients through
the ease of collaboration with other faculty members working within the system.

Radiation Oncologists are an integral part of so many of our patient’s multi-disciplinary team --
working together with Medical Oncologists and Surgical Oncologists to develop treatment
protocols that personalize the care that is prescribed. This only leads to better outcomes for our
patients.

Many of the patients we currently treat at Methodist University have so many barriers to care.
By providing this “side-by-side” protocol, we can vastly increase the chances for our patient’s
survival, and ease many burdens on their caregivers.

I sincerely thank you for your consideration of this application which w111 positively affect the
outcomes of many cancer patients and their caregivers.

Department Chalr, Rad1at1on Oncolo gy

100 Nerth Humphreys Boulevard | Memphis, TN 38120




g)} SEMMES MURPHEY
{

SUPPLEMENTAL #1

February 25, 2016
406 pm

Leaders in Brain & Spine Care

Neuwrosurgery

Jon H, Robertson, M.D.
Michael S. Muhlbauer, M.D.
Kevin T, Foley, M.D.

Maurice M. Smith, 4.0,
Stephanle L. Elnhaus, M.D.
Rodney G. Ollnger, M.D.
Frederick A, Boop, M.D.
Jeffrey M. Sorenson, M.D.
Kenan Arnautovic, M.D., Ph.D.
L Madisan Michael, If, M.D.
lulius Fernandez, M.D.
Adam S, Arthur, M.D,, M.P.H.
Jason A. Weaver, M.D.
Danfel A, Holt, M.D., M.P.H.
Todd E, Fountaln, M.D.

Paul Kllmo, Jr., M.D., M\P.H,
John D. Brophy, M.D.
LaVerne R. Lovell, M.D.

Raul J, Cardenas, M.D.

Pedlatric Nevrosurgery

Michael S, Muhlbauer, M.D.
Stephanle L. Efnhaus, M.D,
Fraderlick A. Boap, M.D.
paul Klimo, Jr., M.OD., M.P.H,

Endovascular Neurosurgery

Adam S, Arthur, M,D., M.P.H.
S. David Morris, M.D,
Dantel A, Hoit, M.D., M.P.H.
Lucas Elfjovich, M.D.

Robert E, Laster, M.D,

Stroke & Critfeal Care Newrology
Lucas Elljovich, M.D,

Nearology

" Laace ). Wright, M.D.
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February 18, 2016

Melanie M, Hill

Executive Director

Tennessee Health Services and Development Agency
Andrew Jackson State Office Building, Ninth Floor
502 Deaderick Street

Nashville, TN 37243

Dear Ms. Hill:

I am writing this letter in support of the proposed Methodist University Hospital Certificate
of Need application, which has been filed with your agency. My name is L. Madison
Michael I, MD. I am currently Chief of Neurosurgery at Methodist-University Hospital.
In addition, I am Associate Professor and Program Director of the Neurosurgery Residency
program here at the University of Tennessee and a member of the Semmes-Murphey

Clinic.

Our department delivers the general and subspecialty neurosurgical care for the hospital.
Neurological critical care and endovascular services also fall under our control, Because of
the academic affiliation of Methodist with the University of Tennessee, we have been able
to develop a comprehensive Neuroscience Institute that provides exceptional care, produces
original research, and educates the next generation of physicians,

Qur efforts at maximizing efficiency have been stifled by the physical layout of the
hospital. Utilizing a tower concept, we will be able to consolidate our entire service line in
ong location. As health-care providers, this is the ideal working space. The results of this
effort will improve the services we offer, resulting in streamlined work-flow and improved

patient care,

Methodist University Hospital has demonstrated a commitment to excellence and
improvement every step of the way. Their support of adding an intraoperative MRI scanner
to the campus is a clear example of this. Technological advancements, along with vertical
integration of our service line, will change the way we practice neurosurgery and allow us
to establish a world-class iustitute of excellence.

Thank you for your consideration on this matter. We hope to see approval of this project.

Sincerely,

-__’l_"
L. Madisofi Michael If, MD, FAANS, FACS
Assaciate Rrofessor and Residency Program Director

6325 Humphreys Boulevard, Memphls, TN 38120 | Phone: (901) 522.7700 | Fax: (901) 522.2600 | semmes-murphey.com
Additional Qutclinlcs: | Jackson, TN | Southaven, MS | Grenada, MS | Tupelo, MS | Batesville, MS
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AFFIDAVIT

STATE OF TENNESSEE

COUNTY OF S hells %

NAME OF FACILITY: (e dhod ;s d Unipersi Vi \—\'Q»S(gl*ﬁ \

I,Teure_?/ /—l L ¢ b meafter first being duly sworn, state under oath that | am the
applicant named in this Certificate of Need application or the lawful agent thereof, that |
have reviewed all of the supplemental information submitted herewith, and that it is true,

accurate, and complete.

Jotfrey H. Liebman
CED, Melhodist University Hospilal
8VP, Mathodlist Healthcare

Sworn to and subscribed before me, a Notarm is the CQ 3 day of&M}i 20 _[6

ate Tennessee.

a(ﬁxf /m |

'NOTARY PUBLIC

My commission expire;%lkﬁtﬁ,/% \jD ; 7/2-0/ 7 ; .-Q'-.,

witness my hand at office in the County of

-:QQI SEFTE ..‘ '.‘0 ..-
HF-0043 ! § e b S
Revised 7/02 e, NI s
evise 5., Lo
X P A0
e
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SUPPLEMENTAL #2
TRAUGER & TUKE February 29, 2016

ATTORNEYS AT LAW 1:16 pm
THE SOUTHERN TURF BUILDING

222 FOURTH AVENUE NORTH
NASHVILLE, TENNESSEE 37219-2117
TELEPHONE (615) 256-8585
TELECOPIER (615) 256-7444

February 29, 2016

VIA HAND DELIVERY

Ms. Melanie Hill

Executive Director

State of Tennessee

Health Services & Development Agency
502 Deaderick Street, 9™ Floor
Nashville, TN 37243

RE:  Methodist Healthcare-Methodist Hospitals d/b/a
Methodist University Hospital Certificate of Need Application
For Onsite Replacement and Modernization of the Hospital Campus
Dear Ms. Hill,

Enclosed please find a Supplemental Response #2, in triplicate, to be filed on behalf of
my client Methodist Healthcare-Methodist Hospitals d/b/a Methodist University Hospital.
Please date stamp the additional enclosed copy of the Response and return it to me.

Thank you for your assistance.

- Very truly yours,
Byroh R. Trauger
BRT:kmn

Enclosures

cc: Carol Weidenhoffer (via email)
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METHODIST HEALTHCARE—
MEMPHIS HOSPITALS

SUPPLEMENTAL RESPONSE #2
CN1602-009

ONSITE REPLACEMENT AND
MODERNIZATION OF THE
METHODIST UNIVERSITY

HOSPITAL CAMPUS

MEMPHIS, SHELBY COUNTY

Filed February 2016



SUPPLEMENTAL #2

February 29, 2016
1:16 pm

1. Section C, Need, Item 1 (Project Specific Criteria) and Section C, Need, Item 5

(Service Area Provider Utilization - MRI and Radiation Therapy Services)

Item 1 - The responses to the project specific criteria are noted. With respect to Table

1 in Attachment 4A (MRI) of the supplemental response, it would be helpful to provide

an additional table that shows the combined inventory and utilization of the MRI

services operating on all campuses under Methodist University Hospital's license.

UTILIZATION OF MRI EQUIPMENT 2012-2014

2012 2013 2014
# of # of # of
Fixed Equipment Proc Units Proc Units Proc Units
Hospital-Based Equipment (HOSP)
Le Bonheur Children's Hospital * 5,289 2 5,260 2 5,340 2
Methodist Healthcare - Germantown Hospital 6,557 2 6,892 2 6,904 2
Methodist Healthcare - South Hospital 4,139 1 4,090 1 3,487 1
Methodist Healthcare - North Hospital 6,092 2 6,003 2 6,415 2
Methodist Healthcare - University Hospital 9,803 3 10,524 3 11,130 3
Off-Campus Equipment
West Clinic, P.C (ASTC/ODC) 1,564 1 1,287 1 1,655 1
Subtotal MRI | 33,444 11 34,056 11 34,931 11
Le Bonheur Children’s Hospital iMRI 68 1 73 1 92 1
Total MRI including iMRI | 33,512 12 34,129 12 35,023 12
Source: Medical Equipment Registry (as of 8/10/2015)
*Note: Le Bonheur Children's Hospital has two standard pediatric MRIs and an iMRI which is used specifically for neurosurgery. Volumes for
the iMRI are excluded in top of the chart and shown separately.

The MRI at West Clinic in Germantown is not on a hospital campus but is hospital-
based equipment and owned and operated under the Methodist Healthcare-Memphis
Hospitals license.

As mentioned previously, Le Bonheur Children’s Hospital, part of the Methodist
Healthcare-Memphis Hospitals, currently operates an iMRI. See the historical
volumes above for this special use equipment at Le Bonheur. An iMRI is a special-
use MRI that is used in tﬁe operating room. Similar to the Le Bonheur iMRI, this
proposal is for an intraoperative magnetic resonance imaging (iMRI) unit for use in
the neurosurgery OEerating room. This equipment will be used to assist
neurosurgeons in the resection of brain tumors initially. Without this technology,
MRI testing must be done in the hospital's radiology department post-operatively.
This delayed imaging could identify the further need for surgery and the patient will
have to undergo a su%sequent surgery. iMRI is advanced technology in medicine
that bridges the specialties of surgery and radiology. With this technology, the
precision and success of surgical treatment of epilepsy and brain tumor removal
increase.

Item 5 - The tables requested for purposes of providing a summary of the utilization of
MRI and Radiation Therapy providers is noted. In the interest of consistency with
Table 3 in Attachment 4A (MRI) and Table 2/ Table 3 in Attachment 4B (Radiation
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SUPPLEMENTAL #2

Therapy), please revise the table by including a count of the numbdE SPHARY BPe2H16
provider. An example is shown in the table below.

1:16 pm

Provider Summary, Applicant’s TN County Service Area
MRI Summary

County #Units by Provider Type* 2012 2013 2014 %
Secans Scans* Scans* Change
’12-°14
HOSP (26 then 27 in 2013-4) 70,173 68,880 69,161 -1.4%
PO (6) 27,064 26,351 26,897 -0.6%
RPO (1) 6,538 6,737 6,505 -0.5%
P :
Shelby (PSA) My imaging (3) 3,331 2,688 3,680 10.5%
ODC (1) 2,214 2,563 2,889 30.5%
ASTC/ODC (1) 1,564 1,287 1,655 5.8%
Shelby County (PSA) 110,884 108,506 110,787 -0.1%
Shelby County Scans per Unit 2,918 2,782 2,841
Shelby County w/o HOSP St Jude 102,147 100,201 102,410 0.3%
Shelby County w/o HOSP St Jude Scans per Unit 3,004 2,863 2,926
HOSP-Fixed (5) 15,536 14,639 13,205 -15.0%
T PO (3) 7,626 7,552 8,364 9.7%
TNSSX”?J;;’S " ["HODC (3) 7,027 6,491 7,090 0.9%
ODC (1) 6,781 8,835 10,676 57.4%
HOSP-Mobile (1) 389 292 314 -19.3%
TN Counties (SSA) 37,359 37,809 39,649 6.1%
TN Counties Scans per Unit 2,874 2,908 3,050 6.1%
TN Counties w/o HOSP Mobile (1 mobile unit) 36,970 37,517 39,335 6.4%
TN Counties w/o HOSP Mobile Scans per Unit 3,081 3,126 3,278 6.4%

Please note a correction from the previous chart filed for Shelby County 2013
scans per unit to 2,782. There was a typo in the previous chart which this
corrects and adds the counts of equipment. The second subtotal for the
Tennessee PSA excludes the 4 units at St. Jude.

Provider Summary, Applicant’s TN County Service Area
Radiation Therapy/Linear Accelerator Summary

County #Units by Provider Type* 2012 2013 2014 %
Scans Scans* Scans* Change
’12-°14
HOSP (10) 56,360 51,351 54,584 -3.2%
Sheloy (PSA)  Pyste () 7,610 6,963 4,647 -38.9%
Shelby County (PSA) 63,970 58,314 59,231 -7.4%
Shelby County Scans per Unit 5,815 5,301 5,385 -7.4%
Shelby County w/o HOSP St Jude 59,365 54,558 54,707 -7.8%
Shelby County w/o HOSP St Jude Scans per Unit 6,596 6,062 6,079 -7.8%
TN Counties i HOSP (3) 14,985 13,195 - -100.0%
SSZ“?U;S ™ 'HRAD (3) B - 14,175 n/a
RAD (2) 9,338 9,298 6,726 -28.0%
TN Counties (SSA) 24,323 22,493 20,901 -14.1%
TN Counties Scans per Unit 4,865 4,499 4,180 -14.1%

The second subtotal for the Tennessee PSA excludes the 2 units at St. Jude.
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February 29, 2016
*Note:Provider type can be abbreviated using the following legend: H (hAsA®IpmOPD (hospital
outpatient department); ODC (outpatient diagnostic center); PO (private medical practice; RPO
(radiologist physician office). Please check with Alecia Craighead, Stat III, for assistance with data
available from the HSDA Equipment Registry

2. Section C, Need, Item 6
The table showing the utilization of the hospital’s MRI, Radiation Therapy and PET
services is noted.

With respect to MR, it appears that the utilization specific to the 3 MRI units on the
applicant’s main campus was provided in the table. Please complete the table below
showing the historical and projected MRI utilization of Methodist University
Hospital’s main campus and the combined utilization of the MRI service operating
under the hospital’s consolidated license.

Service 2013 2014 2015 % 2016 Year1 | Year2
Preliminary | Change | Projected
’13-15°
MRI (main University Campus) 10,524 11,130 11,100 5.5% 11,297 11,979 12,159
MRI (satellite locations) 23,605 23,893 23,610 0.0% n/a n/a n/a
MRI (combined University and 34,129 35,023 34,710 1.7% n/a n/a n/a
satellite locations)

Source: Tennessee Medical Equipment Registry as of 8/2015 and internal data

Note: Satellite locations include Methodist North, Methodist South, Methodist Le Bonheur Germantown, Le Bonheur
Children’s Hospital and West Cancer Center (off-campus, hospital-based equipment)

Also, includes the Le Bonheur iMRI with volumes noted in #1 above and 122 iMRI procedures performed in 2015 as noted in
earlier responses.

Per previous conversation, the projected volumes were calculated for the project-only
equipment in 2016 and through Year 1 and Year 2 so are shown as n/a-not applicable.
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AFFIDAVIT

STATE OF TENNESSEE
COUNTY OF Shel b‘;&

NAME oF FACILITY: _ INethodust Lﬂh\)%h‘ﬁ H@Slﬂlw

l, U‘Ggf&j H LJQL{YY(LH , after first being duly sworn, state under oath that | am the
applicant named in this Certificate of Need application or the lawful agent thereof, that |

have reviewed all of the supplemental information submitted herewith, and that it is true,

accurate, and complete.

Sworn to and subscribed before me, a Notary Public, this the Q ?ﬁ'day of ,20_J0,
witness my hand at office in the County of SM} , State of Tennessee.
NO%ARY PUBLIC s
My commission expires / //CQ'. 20/ 9 .
/
HF-0043 LA
Revised 7/02 : TE#SFAS%EE :
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